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FEDERAL FOOD, DRUG, AND COSMETIC ACT 


TUESDAY, MAY 1, 1951 


House or REPRESENTATIVES, 
CoMMITTEE ON INTERSTATE AND ForeIGN COMMERCE, 
Wash ington, dD. c. 

The committee met at 10 a. m., Hon. Robert Crosser (chairman) 
presiding. 

The CHarrMan. The committee will please be in order. The hear- 
ing this morning will be on H. R. 3298, by Mr. Durham, who will be 
the first witness. A copy of the bill and the reports received thereon, 
will be made a part of the record. 

(H. R. 3298 is as follows:) 


4 BILL 1 in 1 section 5 t f the Federal Food, D ra Cosmet Act 


Be it enacted by the Senate and House of Representatives of the United States of 
America in Congress assembled, That subsection (b) of section 503 of the Federal 
Food, Drug, and Cosmetic Act, as amended, is amended to read as follows: 


b) A drug dispensed by filling or refilling a written or oral prescription of a 
practitioner licensed by law to administer such drug shall be exempt from the 


requirements of section 502, except paragray} hs (a ~ I 2) al d 3), K). al d l), 
and the packaging requirements of paragraphs (g) and (h), if the drug bears a 
label containing the name and address of the dispens r, the serial number and 


date of the prescription, or of its filling, the name of the prescribe r, and, if stated 


in the prescription, the name of the patient, ar d the dir ctions tor use and eaution- 


li 
ary statements, if any, contained in such prescription. This exemption shall not 
applv toa drug dispensed in the course of the conduct of a business of dispensing 
drugs pursuant to diagnosis by mail or otherwise without examinatior of the 
patient [f the drug is intended for use by man and 
1) is a habit-forming drug subject to the regulations prescribed under 
02 ] 
2) has been found by the Administrator, after investigation and oppor- 
for publie hearing, to be unsafe or ineffective for use without the 
professional diagnosis or supervision of a practitioner licensed by law 
3) if an effective application under section 505 limits it to use under 


al supervision of a practitioner licensed bv law, such ¢ xemption 
if such drug is dispensed 1 


pon a written prescription of a 
practitioner li nse d by law to adm nister s ich drug or upon an oral pres ‘Tip- 


tion of such practitioner which is reduce 





ing and filed by the phar- 
is ised by refilling a preserption if such refilling is authorized 
yreseriber in the original prescription or by oral order and such order 
is reduced to writing and filed by the pharmacist. 

The Administrator 


and section 505 from t 


by regulation remove drugs subject to section 502 (d 





rovision of this subsection when such requirements are 
not necessary for the protection of the public health 
“A drug which is subject to clause (1), (2), or (3) of this subsection shall be 


deemed to be misbranded if at anv time prior to dispensing its label fails to bear 





the statement ‘Caution: Federal law prohibits sale or dispensing without pre- 
scriptior 

“The act of dispensing a drug contrary to the provisions of this subsection shall 
be deemed to be an act which results in the drug’s being misbranded while held 
for sale. 


1 








2 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


‘‘Any interested person may file with the Administrator a petition proposing the 
addition to, or deletion from, the list of drugs promulgated by the Administrator 
in accordance with clause (2) hereof. Such petition shall set forth the proposal 
in general terms and shall state reasonable grounds therefor. The Administrator 
shall give public notice of the proposal and an opportunity for all interested persons 
to present their views thereon, orally or in writing, and as soon as practicable 
thereafter shall make public his action upon such proposal. At any time prior 
to the thirtieth day after such action is made public any — ste od person may 
file objections to such action, specifying with partic ularitvy the changes desired, 
stating reasonable grounds therefor and requesting a public hearing upon such 
objections. The Administrator shall thereupon, after due notice, hold such public 
hearing. As soon as practicable after completion of the hearing, the Adminis- 
trator shall by order make public his action on such objections 

“An order so issued by the Administrator may, within ninety days after its 
issuance, be appealed by any interested person in accordance with the provisions 
prescribed in section 701 (f) and (g) of this Act, except that an appeal from the 
Administrator’s order issued hereunder shall be in the nature of a trial de novo, 
without presumptions in favor of either party to such appeal 

“The provisions of this section of the Act shall not be applicable to drugs now 
included or which may hereafter be included within the classifications stated in 
section 3220 of the Internal Revenue Code (26 U. 8. C. 3220), or to marijuana as 
defined in section 3238 (b) of the Internal Re canbe ‘ode (26 U.S. C. 328 (b)).” 





(The following reports were submitted on H. R. 3298:) 


FEDERAL Security AGENCY, 
Washington, April 30, 1951. 
Hon. Rosert Crosser, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington 25, D. C. 

Dear Mr. CHatrMan: This letter is in response to your request of March 21, 
1951, for a report on H. R. 3298, a bill to amend section 503 (b) of the Federal 
Food, Drug, and Cosmetic Act. 

This bill is in substantially the same form as that introduced as H. R. 8904 in 
the Eighty-first Congress, second session, which this Agency endorsed. Section 
503 (b) of the present law recognizes only written prescriptions, whereas the sec- 
tion as amended by the bill would recognize oral prescriptions as well, with the 
safeguard under certain circumstances that the pharmacist reduce the oral order 
to writing and file it. The present law does not provide a clear differentiation 
between those drugs which should be dispensed solely on prescription and those 
which may be sold over the counter. It is the intent of the bill to supply this 
deficiency by requiring the dispensing on prescription only of specified habit- 
forming drugs and those specifically designated in regulations or new drug applhi- 
eations which cannot be safely and effectively used witho 2 professional diagnosis 
and supervision. The bill provides that the labels of such drugs bear a caution 
against dispensing without prescription. 

This Agency is sympathetic to the purposes of the bill. It would clarify the 
obligations of pharmacists, would promote the operations of ail on the high 
standards now followed by the majority, and would afford better protection to 
the public health than the present law against absuses by a minority in dispensing 
highly potent drugs by over-the-counter sales or by refilling prescriptions without 
the knowledge and approval of the prescriber. 

The bill contains, however, three new paragraphs begipning at line 15 of page 
3 and continuing to line 14 of page 4. The most significant feature of the new 
paragraph is a ‘‘trial de novo’’ (lines 12-14 on p. 4) in a United States court of 
appeals on appeals from the Administrator’s orders. An outline of the procedure 
leading up to the proposed ‘‘trial de novo”’ is relevant. Clause (2) of new sec- 
tion 503 (b) requires that an opportunity for public hearing be afforded before 
the Administrator promulgates a list of drugs that are unsafe or ineffective for 
use without professional diagnosis and supervision and thus must therefore be 
dispensed only on prescription. This public hearing, it would seem, may be held 
under the informal rule-making procedure of section 4 of the Administrative 
Procedure Act. No appeal would lie at this stage from the resulting action of 
the Administrator (see Administrative Procedure Act, sec. 10). 

The last paragraph on page 3 of the bill provides for a formal hearing and 
judicial review when any interested party disagrees with the order of the Admin- 
istrator issued under clause 2. The procedural steps provided are as follows: 
(1) Any interested person may file a petition setting forth the proposal for addi- 
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tion to or deletion from the list of drugs, with a statement of reasonable grounds: 
(2) public notice of the proposal and an opportunity to present views by interested 
parties are given; (3) a decision of the Administrator with respect to that pro- 
posal is made; (4) objections to the decision may be filed within 30 days, with a 
request for a public hearing on such objections; (5) a hearing on the objections is 
held. The formal hearing provisions of sections 7 and 8 of the Administrative 
Procedure Act would apparently apply to that hearing: (6) an order is issued. 
This order is subject to judicial review in accordance with section 701 if and (g) 
of the Food and Drug Act, except that such review shall be “in the nature of a 
trial de novo, without presumptions in favor of either party to such ay om val.’ 

These provisions are in general patterned after section 507 (f) (21 U. 8. C. 
357 (f)) relating to the certification of antibiotic drugs. The Administrator’s 
order with respect to objections filed by interested parties concerning his regula- 
tions under section 507 (f) is subject to the provisions of section 701 (f) and (g) 
(21 U. 8S. C. 371 (f) and (g)). Section 701 (f) provides that the findings of the 
Administrator as to the facts, if supported by substantial evidence, shall be 
conclusive. But the bill expands the scope of review. The bill directs that the 
appeal is to be in the nature of a trial de novo without presumptions in 
favor of either party to such appeal. The concept of a trial de novo at the 
appellate level departs radically from legislation governing the review of rules 
and regulations issued by administrative agencies, and goes beyond the require- 
ments of the Administrative Procedure Act which was intended to bring uniform- 
ity to administrative proceedings and their judicial review. The scope of judicial 
review now embodied in section 10 (e) of the Administrative Procedure Act is 
that agency action shall be upheld where it is supported by substantial evidence, 
but the court is directed to review the whole record in determining whether the 
evidence is substantial. This provision has recently been examined by the 
Supreme Court in Universal Camera Corp. v. Nationa! Labor Relations Board, 
decided February 26, 1951. The specific provision to this effect in section 701 (f) 
of the Federal Food, Drug, and Cosmetic Act, and its conformity to the Adminis- 
trative Procedure Act, was judicially approved in Willapoint Oysters v. Ewing 
(174 F 2d 676, cert. den. 338 U.S. 860). 

The proposed bill, in eh birt would extend the function of the reviewing 
court beyond that contemplated by the Administrative Procedure Act. The 
appellate court in a “trial de novo” would become a trier of facts with respect to 
difficult questions of drug action, questions which are not at all suited for judicial 
determination but which require expert scientific knowledge for informed judg- 
ment. The determination of such a question is peculiarly within the expert 
competence of an administrative agency, vet the court would be expressly enjoined 
to attach no “presumptions’’ to its action, i. e., to give no weight to it. The 
Administrative Procedure Act has recognized the principle of deference to admin- 
istrative expertise by providing for review as to the legal sufficiency of the evidence 
presented in support of a regulation, not a complete and needless retrial of the 
facts in an appellate court.! 

There is serious question, moreover, as to the propriety of conferring the power 
to make a determination that is essentially legislative upon a “constitutional 
court.”’ This was declared objectionable by the Supreme Court in Federal Radio 
Commission v. General Electric Co. (281 U. 8. 464 (1930)) and in the cases there 
cited. Inthe General Electric case, the Radio Act of 1927 had authorized the Court 
of Appeals, after decision by the Commission, to take additional evidence, hear, 
review, and determine the appeal upon the recor andd the evidence, and alter or 
revise the decision appealed from—in short, a review de novo. While the opinion 
acknowledged that Congress may make the Court of Appeals for the District of 
Columbia a “superior and revising” agency, it concluded that the Supreme Court 
could not be invested with similar powers. In a rece tion, it should be noted 
that section 701 (f) (4) of the Food and Drug Act, which is incorporated in the bill 
by reference, would confer jurisdiction on the oon Court to review decisions 
of the courts of appeals. Moreover, under the bill proceedings for judicial review 
could be filed in the court of appeals for the circuit in which the petitioner resides 
or has his principal place of business, which, in most cases, would be outside the 
District of Columbia. Such other courts of appeals, being ‘‘constitutional courts,” 
would be subject to the same disability in this respect as the Supreme Court. 

The legislative history of the present act reveals that Congress was confronted 
with a similar problem as to the scope of review of administrative regulations and 
rejected the solution now proposed. As reported out with an amendment by 
<upanineiiaaee 


1 In any event, the use of the word “‘trial’’ in the bill isin itselfa misnomer. In all probability the drafters 
intended to have a review on the record and not a trial de novo. 
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the House Committee on Interstate and Foreign Commerce after passage by the 
Senate, S. 5, Seventy-fifth Congress, contained a special review provision in section 
701 (f) permitting anvone appealing from a regulation to adduce additional 
evidence before a district court, and further providing that the court might take 
such further action as ‘“‘justice may require.’’ House Report No. 2139, Seventy- 
fifth Congress, third session, pages 11-12. The Supreme Court, in Federal 
Security Administrator v. Quaker Oats Co. (318 U. 8. 218 (1943)) explained the 
elimination of this provision: 

‘* * * before enactment, the conference committee substituted for these 
provisions those which became section 701 (f) of the act. While under that 
section the Administrator’s regulations must be supported by findings based upon 
‘substantial evidence’ adduced at the hearing, the Administrator’s findings as to 
the facts if based on substantial evidence are conclusive. In explaining these 
changes the chairman of the House conferees stated on the floor of the House 
that ‘there is no purpose that the court shall exercise the functions that belong 
to the executive or the legislative branches’ (83 Congressional Record, p. 9096) 

The conference committee further noted, with respect to the review provided 


in section 701 (f) (S. Rept. No. 2716, 75th Cong., 3d sess. 

“The type of judicial review provided in the agreement is as broad as the Con- 
stitution permits in the case of review bv a constitutional court It is to be noted 
that the function of the Secretary in making regulations and orders to carry them 
out is legislative in character i 4 * Judicial review of the Secretarv’s action 


to determine if there was substantial evidence to support the finding, and of course, 
upon constitutional questions, may be had.’’ 

To permit a review by trial de novo at the level of the court of appeals would not 
only impede and hamper the enforcement program with respect to the most 
dangerous drugs, but would burden these courts with a legislative function which, 
it appears likely, they may not constitutionally be called upon to perform. 

This bill also authorizes oral prescriptions which are reduced to writing and 


filed by the pharmacist. It does not require that the physi ‘ian confirm or agree 
to confirm the prescription in writing. In this, it departs from the bill which we 
previously endorsed. We believe that at the very least the physician should 


agree to confirm his oral prescriptions in writing within 72 hours, and that he 
should not be entirely freed from his responsibility to confirm because the phar- 
macist reduced the telephone order to writing 

We therefore recommend that the bill, with the above-si 
with the deletion of the excepting provision in lines 12-14 on page 4, and with 
certain clarifications and technical amendments which we should like to suggest at 


gegested amendment, 


J 
J 


the appropriate time, be enacted by the Congress 

The Bureau of the Budget advises that there is no objection to the submission of 
this report to vour committee. 

Sincerely yours, 


OscarR R. Ewinc, Administrato 


DEPARTMENT OF J 1ct 
OrricE or THE Deputy ATTORNEY GENERAL, 
Washinat lp 0, 1951, 
Hon. Ropert CROSSER, 
Chairman, Committee on Int state and Fore iq? C'amme 
Ho e of Rep? niat a W hinge n, dD. td 


My Dear Mr. CyarrmMan: This is in response to vour request for the views of 


the Department of Justice concerning the bill (H. R. 3298) to amend sectjon 503 (b) 
j 
1 


of the Federal Food, Drug, and Cosmetic Act. 

Section 502 of the Federal Food, Drug, and Cosmetic Act (21 U. 8S. C. 352) 
sets forth the various circumstances under which drugs and devices will be deemed 
to be misbranded. Section 503 (b) (21 U. 8. C. 353 (b)) specifies certain exemp 
tions with respect to drugs dispensed on written prescriptions. 

The bill would amet! d section 503 bh So as To provi le t} at a dr 109 dispensed 


by filling or refilling a written or oral prescription shall be exempt from the require 
ments of section 50 
those provisions of the section which provide that a drug shall be deemed to be 
misbranded if its labeling is false or misleading in any particular or if it is an 
imitation of another drug or if it is offered for sale under the name of another 


drug, and except with respect to the provisions of the Act dealing with insulin 


except with respect to certain packaging requirements and 


and the various antibiotics covered by the statute. The measure provides, 
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however, that such exemption shall prevail only if the drug bears a label con- 
taining the name and address of the dispenser, the serial number and date of the 
prescription or of its filling, the name of the prescriber and, if stated in the pre- 
scription, the name of the patient, and the directions for use and cautionary 
if any, contained in the prescription. 


statements 
Separate provision is made if the « is intended for use- by man, and is (1) a 





habit-forming drug subject to the regulations prescribed under section 502 (d) 
21 U.S. C. 352 (d)): or (2) has been found by the Federal Securitv Administrator 
to be unsafe or ineffective for use without the professional diagnosis or supervision 


of a practitioner licensed bv law; or (3) if an effective new drug application under 
section 505 (21 U.S. C. 355) limits it to use under the professional supervision of 
a licensed practitioner. In such event the exemption is to apply only if the drug 
is dispensed upon a written prescription or upon an oral prescription which is 
‘educed to writing and filed by the pharmacist, or is dispensed by refilling a pre- 
scription if such refilling is authorized by the preseriber in the original prescription 
or the orai order and such order is reduced to writing and filed by the pharmacist. 
\ drug which falls within the three cat: ries mentioned immediately above wiil 
y¢ misbranded if at any time prior to its being dispensed its label fails to bear the 
statement ‘‘Caution: Federal law prohibits sale or dispensing without prescrip- 


tion.” 
The bill also provides that the act of dispensing the drug contrary to the pro- 





} 


visior Ss of the bill shall be deemed to be an ac whic! resuits in the drug’s be ing 


misbranded while held for sale. This would insert into the Federal Food, Drug 


and Cosmetic Act the theory, based on regulations, pursuant to which the Food 
and Drug Administration has recommended prosecution of druggists who sell, 


without prescriptions, drugs bearing the so-called prescription legend and which 
have not been removed from the immediate contamers in wl if | tl ey were shi pe d 
in interstate commerce. Such a sale by a druggist would be in violation of section 
301 (k) (21 U.S. C. 331 (k 

The bill also provides a procedure whereby any interested person may file a 
petition with the Federal Security Administrator proposing the addition to or 
deletion from the list of drugs found to be unsafe or ineffective for use in accord- 
ance with clause (2) of section 503 (b). Upon the filing of such a petition, the 
Administrator is required to give publie notice of the proposal and a hearing 
thereon, and as soon as practicable thereafter shall make public his action upon 
such proposal. Any interested person may file objections to such action and 
request a public hearing upon such objections. The Administrator shall there- 
upon, after due notiee, hold such public hearing and as soon as practicable there- 
after by order make public ‘his action on such objections. The order of the 
Administrator may, within 90 days after its issuance, be appealed to the court 
of appeals in accordance with the provisions prescribed in section 701 (f) and (g) 
of the act (21 U. S. C. 371 (f) and (g)), except that such appeal shall be in the 
nature of a trial de novo without presumptions in favor of either party to such 
appeal. 

The bill also provides that its provisions shall not apply to drugs now included 
or which may hereafter be included within the classification stated in section 3220 
of the Internal Revenue Code or to marijuana as defined in section 3238 (b) thereof. 

Whether the bill should be enacted involves a question of policy concerning 
which this Department prefers not to make anv recommendation. There are 
certain features of the measure, however, concerning which the committee may 
wish to give further consideration. 

The bill provides for two public hearings in connection with a proposal for the 
addition to or deletion from the list of drugs found to be unsafe in accordance with 
the provisions of clause 2. A public hearing is provided for on the origina! pro- 
posal, and again provided for in connection with objections to the action of the 
Administrator upon the proposal. It would seem that the one public hearing on 
the original proposal would be sufficient 

The bill also provides for an appeal from the order of the Administrator. It is 
assumed that the order referred to is that made after the public hearing on the 





objections to the previous action of the Administrator. The review proceeding 
is to be in accordance with the provisions of section 701 (f) and (g) of the act, 
except that the appeal shall be in the nature of a trial de novo. It will be noted, 


however, that the review proceedings in section 701 are confined to questions of 
law. The court is given jurisdiction to affirm the order complained of or to set 
it aside in whole orin part. If the order refuses to issue, amend, or repeal a regu- 
lation and such order is not in accordance with law, the court shall by its judgment 
order the Administrator to take action with respect to the matter, in accordance 


6 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


with law. In ade novo proceeding the court ordinarily has the power and func- 
tion to make its own findings and judgment. Such a trial contemplates not only 
the record before the Administrator but the testimony of additional witnesses if 
desired. No such procedure is contemplated under section 701. The provision 
for a trial de novo would be incompatible with the review procedure provided for 
and leaves an ambiguity and doubt as to what the function of the appellate court 
would be. In addition,suchaproceeding would appear to make the appellate court 
a revising agency and its action in the nature of an administrative decision. <A 
question arises as to whether such a function is within the judicial power conferred 
upon Federal courts by the Constitution. Compare Radio Commission v. 
General Electric Co. (281 U. 8. 464). 

It might be desirable to consider the question of review in connection with the 
action of the Administrator in designating unsafe drugs under clause (2). It is 
believed that a review from such a determination in accordance with the procedure 
in section 701, would fully protect the rights of any person adversely affeeted since 
the Supreme Court has recently held that in considering the question of whether 
an order of this nature is supported by substantial evidence, the appellate court 
shall review the whole record. 

The Director of the Bureau of the Budget has advised that there is no objection 
to the submission of this report. 

Yours sincerely, 
Peyton Forp, Deputy Attorney General. 





ADMINISTRATIVE OFFICE OF THE UNITED States Courts, 
Washington, D. C., March 29, 1961. 
Hon. Rorert Crosser, 
House Office Building, Washington, D. C. 

DEAR CONGRESSMAN Crosser: I have compared the bill about which you have 
written me on March 22, 1951, to amend section 503 (b) of the Federal Food, 
Drug, and Cosmetic Act (H. R. 3298) with the present provision of the statute. 
The statute deals with the exemption from the requirements of the Federal Food, 
Drug, and Cosmetic Act in relation to the labeling of drugs handled in interstate 
commerce of drugs that are dispensed on a written prescription of a licensed 
physician, dentist, or veterinarian. The bill would make more detailed and 
specific the safeguards against abuse of the exemption from the provisions of the 
general statute. 

The only feature of the bill that my office may’ qualify me to discuss is the 
provision in the next to the last paragraph of subsection (b) of section 503 of the 
statute as proposed to be amended (p. 4, lines 8 to 14) and especially the last 
clause on lines 11 to 14 of the printed bill. This section provides for appeals 


} 


from orders of the Federal Security Administrator adding to or deleting from the 


‘ 
I 


list of drugs promulgated by him as “unsafe or ineffective for use without the 
professional diagnosis or supervision of a practitioner licensed by law’’ (clause 
2, p. 2, lines 12 to 16 of the printed bill). It defines the procedure on appeal in 
general by reference to section 701 (f) (g) of the statute (21 U.S. C. 371 (f (g¢ 


These subsections provide that appeals from the orders of the Administrator 
may be filed in the United States court of appeals for the circuit in which the 
person taking the appeal resides or has his principal place of business. The 
pending bill would not change the court which would have jurisdiction to review 
orders of the Administrator in reference to the subject matter affected. That 
court would continue to be the court of appeals for the circuit. 

The exception at the end of the paragraph would, however, make an important 
change from the present statute in respect of the procedure on review. Sections 
701 (f) (g) of the present statute (21 U. S. C. 371 (f) (g)) prescribe that when a 
review is taken the review shall be had upon a transcript of the record and pro- 
ceedings before the Administrator. ‘‘The findings of the Administrator as to the 
facts, if supported by substantial evidence, shall be conclusive.””’ The paragraph 
referred to of the pending bill would change the practice and make the appeal 
‘in the nature of a trial de novo, without presumptions in favor of either party 
to such appeal.” 

The Judicial Conference of the United States under which I act has not con- 
sidered the particular bill and, therefore, I am not in a position to express an 
official opinion in regard to it, although the Conference is on record in opposition 
to the procedure of a trial de novo by a three-judge court for review of the orders 
of administrative agencies. I would point out that the provision that appeals 
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from the order of the Administrator shall be in the nature of a trial de novo, 
reverses what has been for 20 years or more a uniform trend in the Federal Govern- 

ment to provide for the hearing and decision of appeals from orders of administra- 
tive agencies by the courts of appeals upon the record made before the agencies. 
This procedure has been repeatedly provided for by the Congress, most recently 
by a law passed at the end of the Eighty-first Congress and approved December 
29, 1950, in relation to the review of certain orders of the Federal Communica- 
tions Commission, the Secretary of Agriculture, and the United States Maritime 
Commission (Public Law 901, S8Ist Cong.). That law originated in a recom- 
mendation of such legislation by the Judicial Conference. 

The considerations underlying the act are stated in House Report No. 2122 of 
the Eighty-first Congress. The report states that review by the court of appeals 
of orders of administrative agencies upon the record made before the agencies 
“has important advantages in simplicity and expedition” over a trial de novo by 
a three-judge court. From the report I quote pertinent portions as follows: 

‘First, the submission of the cases upon the records made before the adminis- 
trative agencies will avoid the making of two records, one before the agency and 
one before the court, and thus going over the same ground twice * 

‘Second, in many cases in which hearing in the district courts by panels of three 
judges is now required there will be a large saving of judicial time and energy. 
it is generally recognized that three-judge courts are not well adapted for conduct- 
ing hearings. The necessity of holding conferences whenever questions arise in 
the course of the proceedings, as they repeatedly do in relation to such matters 
as the admissibility of evidence, very much slows the trial. In addition the 
proceeding takes the time of three judges, whereas one would be sufficient at this 
preliminary stage of the case. The method of review prescribed by the proposed 
bill would secure the collaboration of three judges at the stage where it is useful, 
namely, in the decision without consuming their time unnecessarily in the preced- 
ing phases of the case.’ 

While the practice which was changed by Public Law 901 of the Eighty-first 
Congress in reference to the agencies there concerned was trial de novo by a 
three-judge district court and the trial de novo on appeal from orders of the 
Administrator in the field of the pending bill would be such a trial by three judges 
of a court of appeals, all the disadvantages of trial de novo by a three-judge 
court referred to in the report of the last Congress would apply. ‘There would 
be the same going over the ground twice in two records, the same difficulty 
inevitable in a court of three judges in conferring upon questions of the admis- 
sion of evidence and other interlocutory matters arising during the proceedings, 
thus slowing the trial, and the same absorption of the time of three judges where 
one would be sufficient. It may be added that in no case at present, with per- 
haps an occasional extraordinary exception, does a court of appeals sit as a trial 
court or hear evidence. The present statute which the pending bill would 
change, provides that even in those instances in which the court allows the 
petitioner to adduce additional evidence, such evidence shall be taken before the 
Administrator and adduced to the court rather than taken by the court of appeals 
directly. 

The precedent which would be set by the pending bill of having the hearing 
on review conducted by the court “ appeals as a trial de novo would be a radical 
departure. It would be contrary to the general judgment in reference to the 
effective procedure for the review of orders of administrative agencies as ex- 
pressed in the report and law of the last Congress which have been cited. Such 
a change of method at this time when there is serious congestion in a number of 
Federal courts would tend to increase the present difficulties and delays in the 
handling of the judicial business. 

Sincerely yours, 
Henry P. CHANDLER. 


ADMINISTRATIVE OFFICE OF THE UNITED States Covrrts 
SuPREME Court BuiLpIna, 
Washington, D. C.. April 12. 19451. 


Hon. Rosert Crosser, 
House Office Building, Washington, D. C. 

DEAR CONGRESSMAN CrOssER: In further reference to the bill to amend section 
503 ¢b) of the Federal Food, Drug, and Cosmetic Act (H. R. 3298) about which 
vou inquired of me on March 22, 1951, I would point out that the provision for 
judicial review of actions of the Administrator contained in the next to the last 
paragraph of subsection (b) of section 503 of the statute as proposed to be amended 
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(p. 4, lines 11 to 14 of the bill) is in conflict with the criterion prescribed in such 
long-considered and deliberate enactments of the Congress as the Administrative 


Procedure Act approved June 11, 1946 (60 Stat. 237), and the Labor lanagement 
Relations Act, 1947, commonly known as the Taft-Hartley Act approved June 
23, 1947 (61 Stat. 136 rhe legislative policy in reference to the weight to be 
given to the decisions of administrative agencies by the courts al e evidence 
necessary to sustain them were recently considered at length | the Supreme 
Court of the United States and reviewed in detail in the case of 077 sal Camera 
Corp. Vv National Labor Relations Board (No. 40 at the present term the court). 
At the same time the court rendered a brief corollary opinion applving the same 
standard of review in the case of National Labor Relati« Board v. Pittsburgh 
Steamship Co. No. 42 at the present term of court Brieflv. tl development 
of the standard to be applied by the courts on the review of orders of adminis- 
trative agencies as set forth in the opinion in the case of the Universa) Camera 
Corp., supra, is this: 

The original National Labor Relations Act, commor known as the Wagner 
Aci, provided in secti 0 (e) in reference to the judicial review of decisions of 
the Naiional Labor Relations Board that, ‘“‘The findings of the Board as to the 
facis, if supported by evidence, shall be conclusive.” 19 Stat. 449, 454, 29 


U.S. C. 160 (e 

The Supreme Court in Washington, V. & M. Coach Co. v. Lab Board (301 
U. S. 142), construed ‘‘evidence”’ to mean substantial evidene: In the early 
years of application of the Wagner Aci ° 
cial review of an order of ihe National Labor Relations Board, if there was in the 
record made before the Board evidence which taken by itself would justify the 
Board’s decision, that would be enough to satisfy the test of substantial evidence 
irrespective of other paris of whe record. The Supreme Court in its opinion 
supra stated that there were expressions in some of the opinions of that Court 
which were cited (Labor Board \ Waterman Steamship Coern., 309 U. S. 206: 
Labor Board v. Bradford Dyeing Assn., 310 U. 8S. 318; and Labor Board v. Nevada 
Consolidated Copper Corp., 316 U. S. 105) that whether or not so cor emplated 
gave color to that view. 

The doctrine stated brought criticism which was reflected in the passage in 1940 
of the Walter-Logan bill. Even so, the bill adopted the test for judicial review of 
orders of administrative agencies which was expressed in the Wagner Act as 
construed by’the Supreme Court, that the findings of fact by an agency could be 
set aside by a court if “not supported by substantial evidence.” President 
Roosevelt vetoed the bill partly because it limited too strictly the administrative 
process and partly because an experienced committee appointed by the Attorney 
General of the United States was then engaged in a study of the actual operation 
of the administrative process That committee submitted its final report in 1941. 
The majority report observed that there was dissatisfaction with the fact-finding 


the opinion became curre T Dnat ON Jj idi- 





procedures then being used by administrative bodies but concluded that it would 
be inadvisable to depart from the test on judicial review of substantial evidence 
which then applied to the review of orders of administrative agencies. Three 


members of the committee, however, registered dissent on the ground that the 





recommendations of the committee did not go far enough to correct defects in the 
procedures of administrative agencies. Among other things, the dissenting 
members of the committee recommended as one Mrinciple of judicial review 
applicable generally to administrative agencies, that review should extend to 


“findings, inferences, or conclusions of fact unsupported, upon the whole record, bv 
substantial evidence.” The Supreme Court in the Camera Corporation case 
supra states that reference to the whole record appears for the first time in the 
recommendation of the minority of the Attornev General’s committee The 
opinion of the Court goes on to state that this idea found its way into the Adminis- 
trative Procedure Act enacted in 1946 (pp. 6—8 of the opinion in the Camera Corp. 
case supra). Sothe Administrative Procedure Act in section 10 (e) provided that 
on judicial review the Court should hold unlawful and set aside agency action if, 

**(5) unsupported by substantial evidence in any case subject to the requirements 
of sections 7 and 8 or otherwise reviewed on the record of an ageney hearing pro- 
vided by statute; or (6) unwarranted by the facts to the extent that the facts are 
subject to trial de novo by the reviewing court. In making the foregoing deter- 
minations the court shall review the whole record or such portions thereof as may 
be cited by any party, and due account shall be taken of the rule of prejudicial 
error.”’ (60 Stat. 244, 5 U.S. C. 1009 (e).) 

It is important to note that the statute requires that a court in determining 
whether or not an order of an administrative agency under review is ‘‘unsupported 
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by substantial evidence”’ shall ‘review the whole record or such portions thereof 
as may be cited by any party.” In short, in adopting the Administrative Pro- 
cedure Act the Congress did not do away with the presumption on review in favor 
of the decision of an administrative agency if supported by substantial evidence, 
but made it unmistakably clear that the reviewing court in determining whether 
there was substantial evidence to justify the conclusion must take into account 
the whole record, or any portions cited by any parties which doubtless would be 
all the pertinent parts. 

The Supreme Court in its recent opinion in the Camara Corporation case points 
out that the amendment of the Wagner Act by the Taft-Hartley Act adopted in 
effect the same standard for judicial review of decisions of the National Labor 

telations Board, that was prescribed for administrative agencies generally by 


the Administrative Procedure <Aet The provision of the Taft-Hartley law 
appears in section 10 (e) that the findings of the National Labor Relations Board 
“with respect to questions of fact if supported by substantial evidence on the 
record considered as a whole shall be conclusive.” 29 U.S. C. 1946 ed., supp 


III, 160 (e 
The Supreme Court points out in the Camera Corporation case that the effect 
of the Administrative Procedure Act and the Labor Management Relations Act 





1947, has bee to require reviewing courts to carry the scrutiny of decisions of 
administrative agencies farther than was thought in »s e legal circles to be 
rm prior to the passage of the Administrative Procedure Act Upon this 
the Court said: 

‘Whether or not it was ever permissible for courts to determine the substan- 
tiality of lence supporting a labor board decision merely on the basis of evi- 
dence which in and of itself justified it, without taking into account contradictory 
evidence or evidence from which conflicting inferences could be drawn, the new 
legislation definitively precludes such a theory of review and bars its practice. The 
substantiality of evidence must take into account whatever in the record fairly 
detracts from its weight This is the clear meaning of the reference in both 
statutes to ‘the whole record.” Committee reports and the adoption in the 
Administrative Procedure Act of the 1 yi views of 1 Attorney General’s 
committee demonstrate that to enjoin s a duty on the re ourt was one 
of the important purposes of the movement which « ntua 1 inthat enactment 

The Supreme Court is careful to point out in its recent decision that it does not 
mean that reviewing the decision of an administrative agency a court shall 
consider the record before the agency d novo and substitute its judgment for 
that of the ageney The Court express 1 its mear , upo the necessity of 
consid tl hol cord” as follows 

“To be sure, the requirement for canvassing ‘the whole record’ in order to 
ascertain substantiality does not furnish a calculus of value by which a reviewing 
court Can assess Ut! evidence. Nor was it intended to negative the function of 


the labor board as one of those agencies presumably equipped or informed by 
| wi indings within that 
field carry the authority of an expertness W hich courts do not possess and therefore 
must respect. Nor does it mean that even as to matters not requiring expertise a 
court may displace the board’s choice between two fairly conflicting views, even 
though the court would justifiably have made a different choice had the matter 
ar that a reviewing court 
is not barred from setting aside a board decision when it cannot conscientiously 
find that the evidence supporting that decision is substantial, when viewed in the 
light that the record in its entirety furnishes, including the body of evidence 
opposed to the board’s view.” 
The provision of the pending bill that the review befo 


( 
experie! to deal with a specialized field of knowledge, whose finding 


been before it de novo Congress ha nerelvy made it cle 


evi a court of appeals of 
a decision of the Administrator under the Federal Food, Drug, and Cosmetie 
Act shall be in the nature of a trial de novo, without presumptions in favor of 
either party” is plainly contrary to the policy of the Congress deliberately adopted 


in the Administrative Procedure Act after vears of discussion and consideration 
and followed in the Taft-Ilartlev law. That policy is that the judicial review of 
orders ¢ f admini trative agencies shall be Wpor the record ma le hefore the agencies 


and not in the nature of a second trial, and that if the action of the agency is 


supported by substantia! evidence when considered in the light of the entire 
record, it shall stand It would seem that the Congress might hesitate to change 


a policy based upon experience and finally crystallized in outstanding legislative 
acts, as the pending bill would do. 
Sincerely yours, 
Henry P. CHANDLER. 
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STATEMENT OF HON. CARL T. DURHAM, A REPRESENTATIVE IN 
CONGRESS FROM THE STATE OF NORTH CAROLINA 


Mr. Durnam. Mr. Chairman and members of the committee: First, 
I should like to thank the chairman and the members of the committee 
for this hearing. I know full well how busy you are, as all of us are; 
but I do think it is an important matter not only to us druggists, but 
it concerns the field of medicine, the dispensing of medicine throughout 
the United States. 

There are approximately 52,000 drug stores in this country and 
approximately 110,000 druggists who dispense most of the drugs in the 
country. 

I should like to say for the record also that I have myself been a 

registered pharmacist for more than 30 years, active in the drug busi- 
ness for almost that number of years; and so my background is in this 
field of pharmacy. 
» In my opinion, the Federal Food and Drug Act, which we are going 
to talk about here this morning, has been an excellent. piece of legisla- 
tion. I believe I can say this as a fact, that the pharmacists, beginning 
in 1906, when this law was enacted, have always favored the act. 
That is true again in 1938 when the act was revised by this great com- 
mittee and again in 1944 when it was amended. 

For many centuries we in America depended upon Europeans for 
most of our basic and fundamental research in the field of drugs and 
chemicals. Over the past few years we have seen a shift of that 
responsibility to us here in America and therefore it has thrown a 
great responsibility on the profession of pharmacy, in the name of 
public health, in the matter of the dispensing of the drugs. 

New drugs have been flowing into the channels of commerce by the 
thousands. In my opinion, this will be accelerated in the future be- 
cause of the fact that more effort and more money and better personnel 
are seeking ways and means, not only to protect humanity from dis- 
ease but also to prolong life by application through basic and funda- 
mental research. Today, the sciences of biology, physiology, and 
pharmacology are of greater importance than ever before in the history 
of mankind. ‘The pharmacist, of course, is interested in the public 
health and he is stationed at various strategic points throughout the 
country. 

I introduced into the Congress H. R. 3298, a bill to amend section 
503 (b) of the Federal Food, Drug, and Cosmetic Act. A companion 
bill was introduced in the Senate by Senator Humphrey. The purpose 
of the bill is to eliminate the detrimental confusion that exists at the 
present time and that handicaps the profession of pharmacy in its 
efforts to provide adequate service to the public. 

The Food and Drug Commissioner, Dr. Paul B. Dunbar, in an 
interpretation of the law, holds that once a prescription has been 
filled it is “like a canceled check’’ and therefor that it is unrefillable. 
He insists that a new written prescription from the prescriber is 
required before a pharmacist can provide another supply of medicine. 

Also it has been held that a legal prescription must be in written 
form and in the handwriting of the prescriber. Thereby a physician 
is prevented from giving an oral prescription to.a pharmacist; and 
the use of the telephone is barred for the transmittal of a prescription 
from a physician. The proposed measure will legalize modern 
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methods of communication in the field of medicine. The oral pre- 
scription is safe and in line with the welfare of the public, in my 
opinion. My bill leaves untouched the present necessary restrictions 
on narcotics. 

The Food, Drug, and Cosmetic Act was enacted to protect the 
public from deleterious drugs and those considered to be dangerous 
for lay consumption except on diagnosis and under the supervision of 
a medical practitioner. In this I concur most heartily. 

Here is what the Durham-Humphrey bill allows, which is not 
permissible now: 

(a) A pharmacist may receive an oral prescription from a prac- 
titioner, put it down in his own handwriting, compound or dispense it, 
and the pharmacist’s own handwriting constitutes an authorized 
prescription or order from a practitioner licensed by law to administer 
the prescribed drugs (narcotics excepted). 

(6) Nonrestricted drugs—that is, those which it is permissible to 
sell across the counter may on the request of a customer be refilled 
without authorization from the prescriber. 

(c) Drugs which are restricted by the prescription legend may be 
refilled on an oral or written order from a practitioner licensed by law 
to administer the prescribed drugs. If it is an oral order the pharma- 
cist again reduces it to written form. 

(d) The Administrator of the Federal Security Agency will deter- 
mine what medicants shall carry the prescription legend. Likewise, 
he will stipulate those medicinals for which adequate directions may 
be written. Provision is made for the manufacturer to present his 
views in person or through a spokesman or by a written statement to 
the Administrator. Then within 90 days after the Administrator has 
issued an order on the decision he has made, the manufacturer (or 
any other interested person) may carry the decision to a United States 
Court of Appeals. 

The Federal Security Agency may remove drugs from section 
505 of the present law when he finds it is unnecessary to keep them 
there for protection of public health. 

(f) The proposed new legend—that is ‘““Caution—Federal law pro- 
hibits sale or dispensing without prescription’’—is much more explicit 
than the one now in use. 

The bill will solve various troublesome problems of the profession 
of pharmacy and at the same time provide adequate protection for 
the public. Also it is in line with the advancement of modern thera- 
peutics. Furthermore, it legalizes the traditional relationship of the 
physician and pharmacist with the patient. 

The improvement in the field of drug administration by the manu- 
facturers, physicians, and pharmacists; and also by those who have 
spent their lives in laboratories searching for improved production is, 
in my opinion, for one purpose—for the public in general. 

The prescription-drug law of the Food, Drug and Cosmetic Act is 
essentially in section 503 (b); and, of course, it finally applies to the 
dispensing of such a drug by the pharmacist. It exempts a drug 
dispensed on the prescription of a physician, dentist, or veterinarian 
from specified label requirements of that act; but it only does so within 
certain limitations. They are: (1) the drug must not be dispensed 
pursuant to a mail diagnosis; (2) the prescription must be in writing 
and signed by the prescriber; (3) he must be licensed by law to 
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administer the drug; and (4) it must bear a label containing the name 
and address of the dispenser, the serial number and date of the pre- 
scription, and the name of the prescriber. Within these limitations 
such a drug is exempted from the label requirements of section 502 
(b), (d), and (e), except as indicated. Section 502 (b) provides that 
the label of a packaged drug shall contain the name and address of 
its seller and a statement of its net weight, measure, or numerical 
count. Section 502 (d) provides that the label of a human drug con- 
taining a named narcotic or hypnotic substance, or any chemical 
derivative thereof administratively designated as habit forming, 
shall bear its name and quantity or proportion and the statement 


“Warning—Mavy be habit forming.” But a prescription drug is 


only exempted from such label requirements of section 502 (d), if 
the prescription is marked by its author as not refillable or where its 
refilling is prohibited by law. | pause here to note that this is the 
only reference inh the above inw to the refilling O 

it 1s directed to prevent the unauthorized refilli Y Of & prescription 
for a dangerous drug; and that consequently the Food, Drug and 


f a prescription; that 


Cosmetic Act so enters the field of prescription refilling, to protect 
public health. As to section 502 (e), it provides that the label of an 
unofficial drug shall bear its name and, if it is a mixture, the name of 


each active mneredient ( 

It follows that a prescripvuion drug, dispensed by the pharmacist, is 
thus left subject to all tl 
Drug, + d Cosmetic Act acains 


the composition requirements ot the KFood. 


drug adulteration and to all other 


lat loheline arles ) and add ys} vn +4 f 4 . 
iapei, labeling, packaging and additional requirements of that act 
against drug misbranding. Of the latter requirements the major 
negative one is that of section 502 (a : which prohibits the false or 


misleading labeline of a drug: and the major alhrmative one 


the standpo! Lt ol this CLISCUSSLON is that ot section 50? i 

i ° ; 
quire the labelu Y Of a drug to bear adequate aqirections tor its use 
and also adequate Warhings agaimst its dangerous or unsafe use. But 


this adequate-directions requirement 1s qualified DV & proviso that 
where such requirement is not necessary for th 
health m the case of any drug, the act’s administrator shall promulgate 
regulations exempting it therefrom. The Administrator has pro- 
mulgated such regulations and they contain one relating to a pre- 
scription drug. It exempts this drug (except as provided) from the 
above adequate-directions requirements, (@) where it is safe and effi- 
cacious for use only by or under the supervision of a physician, 
dentist, or veterinarian; (6) if its label bears the statement: “Caution: 
To be dispensed only by or on the prescription of a physician’’ (or 
dentist or veterinarian); and (¢) provided it is dispensed by the phar- 
macist upon a prescription issued by a physician, dentist, or veteri- 
narian in his professional practice and under labeling bearing the 
directions for use specified in the prescription (ete.). The regulation 
goes on to provide in effect that this exemption expires, if and when 
the pharmacist does not dispense such a prescription-restricted drug 
op that prescription basis, and that he must then label it in full com- 
pliance with the adequate-directions requirement of section 502 (f). 
This last provision has the significance that the pharmacist is admin- 
istratively deemed unable to comply with such requirement, in the 
situation thus presented. 


ee protection ol public 
i 
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This regulation prac tically divides drugs into two classes, under the 
Food, Drug, and Cosmetic Act. They are, first, prescription drugs 
which the pharmacist should dispense on a pre scription basis; and, 
secondly, nonprescription drugs which he may freely dispense over the 
counter. Furthermore, it vests in the manufacturer of a drug the 
pe se responsibility of determining the class in which it belongs. 
This statement has the significance that it is the basic theory of the 
act to make the producer of a subject article initially responsible for 
general compliance with it, subject to the rules defined in or under it. 

The bill, H. R. 3298, revises the prescription-drug law in section 
503 (b) of the Food, Drug and Cosmetic Act, by dividing it into two 
parts as follows: The { a part continues the exemption plan of this 
law, in another form, for it provides that a drug dispensed by filling or 
refilling a written or eral prescription of a physician, dentists, o1 
veteriarian, licensed by law to administer it, shall be e xcempt irom 
the label, labeling, packaging, and other requirements of section 502, 
excepl paragrephs a), (1) (2) and (3), (d) and (1), and the packaging 
requirements of paragraphs (g) and (A), if it bears a label containing 
the name and address of the dispenser, the serial ania and date 
of the prescription or its refilling, the name of thi prescriber, and, if 
stated in the prescription, the name of the patient with the direc- 
tions for use and cautionary statements thus specified by the pre- 
scriber. Therefore, this exemption similarly leaves the dispensing of 
a prescription drug subject to all the requirements of the act against 
drug adulteration; and also to all the other requirements Oj the act 
against drug misbranding; but it is permitted only on the condition 
that such drug is not dispensed pursuant to diagnosis by mail or other- 
wise without examimation of the patient. Hence in its first part this 
pre scription-drug law has been revised, on the one hand, to strengthen 
it by broadening its application for an express inclusion of prescrip- 
tion refilling and by tightening its exemption requirements as indi- 
cated; and, on the other hand, to liberalize its policy by sanctioning 
an oral prescription. This revised law is equally directed to prohibit 
the pharmacist from dispensing a prescription-restricted drug, on a 
nonprescription basis; and it is equally designed tO prevent the 
pharmacist from dispensing such a drug on that basis, where this is 
dangerous to the public health. Consequently, we must conclude 
that in its first part the revised law is significantly better than the 
existing one; but that comment is made without prejudice to a further 
appraisal of its details. 

The second part of this revised prescription-drug law is new. 
For it classifies the drugs which the pharmacist should dispense on a 
prescription basis thereunder; it provides that they shall only be 
dispensed by him on that basis thereunder; and it instructs him how 
to dispense them thereunder, where he either fills or refills the preserip- 
tion. These drugs are confined to those intended for use by men; 
consequently they do not include drugs used for the treatment of 
animals; and that distinction makes the second part of this law in- 
consistent with its first part, which has a comprehensive product 
application. Such drugs are (1) habit-forming drugs subject to the 
regulations under section 502 (e), but any of them may be adminis- 
tratively removed from this entire revised law when its requirements 
are not necessary to protect the public health; (2) drugs found by the 
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act’s administrator, after investigation and opportunity for public 
hearing, to be either unsafe or ineffec tive for use without the profes- 
sional diagnosis or supervision of a physician or dentist; and (3) “new 
drugs”’ which must be used only under the professional maureen of 
a physician or dentist, by virtue of section 505. As to each of these 
drugs it is then provided that such a drug shall come within the 
prescription-drug exemption made in the first part of this revised 
law only (a) if it is dispensed upon a written prescription of a physician 
or dentist, licensed by law to administer it, or upon his oral prescrip- 
tion which he agrees to confirm in writing within 72 hours; or (0) if it 
is dispensed by refilling a prescription where this is authorized by the 
prescriber in the original prescription or by his oral order and agree- 
ment to confirm such order within 72 hours. It is also provided that 
the label of each such drug shall bear the following statement: ‘“Cau- 
tion: Federal law prohibits sale or dispensing without prescription.” 
In comment on this provision it may be said that, first, such caution 
statement may be shortened by omitting the unnecessary reference to 
a sale; and, secondly, the requirement of this statement will practically 
reach the manufacturer of a drug, which he markets under a prescrip- 
tion-restricted label, for dispensing by the pharmacist in its original 
container. It is further provided that the pharmacist’s dispensing 
of a drug contrary to any requirement of this entire revised law shall 
be deemed an act which results in its being misbranded while held 
for sale, for the purposes of enforcing the FCD Act. 

Therefore in its second part this revised prescription-drug law 
corrects two important defects in the existing law of section 503 (b). 
They are, first, its failure generally to regulate the refilling—in addi- 
tion to the filling—of a prescription; and, secondly, its unreasonable 
application against the refilling of a harmless-drug prescription. 
The revised law also improves the existing one by classifying the 
prescription-restricted drugs subject to it and by defining the rules 
governing their dispensing by the pharmacist, whether he fills 
refills a prescription. 

The witnesses who follow me will probably be able better to explain 
all the details than I. We have here practicing pharmacists who see 
these things in operation and can point out to you the handicaps and 
the difficulties that we face in carrying on under the present rules. 

Thank you, Mr. Chairman and gentlemen. 

Mr. Wotverrton. In order that we may have before the com- 
mittee the attitude of the various parties interested, may I ask what 
is the attitude of the physicians toward this bill? 

Mr. Durnam. I am not in the position to answer that. Wit- 
nesses following me, I think, will be in a position to answer that 
question. 

Mr. Wotverton. Do you know what is the attitude of the drug- 
manufacturing concerns? 

Mr. Durnam. No; I understand they have asked to be heard, and 
I assume they will express their opinion in regard to the measure. 

Mr. Wotverron. Are you familiar with the Federal Security 
Agency’s opinion on this bill? 

Mr. Durnam. No. Mr. Ewing is here this morning and he will 
speak for the Agency and, I understand, they have another witness 
who will also appear. 

Mr. Wotvertron. Thank you. 
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Mr. Caruy.e. Mr. Chairman, my friend and colleague, Congress- 
man Durham, has been a little modest this morning. He said that 
he has been practicing as a druggist in North Carolina for about 30 
years. I have known the Congressman to be a very efficient and one 
of the most popular druggists in North Carolina for more than 30 
years. That is all I care to say. 

The CuarrMan. If there are no further questions, thank you, Mr. 
Durham. 

Mr. Duruam. Thank you very much, Mr. Chairman; I appreciate 
your courtesy. 

The CHaArrRMAN. Our next witness is Mr. Ewing, the Federal 
Security Administrator. 


STATEMENT OF HON. OSCAR R. EWING, ADMINISTRATOR 
FEDERAL SECURITY AGENCY 


Mr. Ewrne. Mr. Chairman, before I present my prepared state- 
ment, I think it might be helpful in understanding some of the points 
in that statement if I make a little preliminary explanation. 

The CHarrMAN. Very well. 

Mr. Ewrna. Under the present law, the Food and Drug Adminis- 
tration, as Mr. Durham has said, has taken the position that a pre- 
scription could not be refilled, that it was specifically an order for, 
say, 30 pills, or some other quantity of drugs, and, once it had been 
filled, that was the end of it. 

That position was not accepted entirely by one of the interested 
associations, the American Pharmaceutical Association, so that last 
fall they filed a petition with the Administrator asking him for an 
inquiry which would go into all details of the problem; and they 
particularly asked him to make a new regulation which would waive 
all of the labeling requirements of the Food, Drug, and Cosmetics Act. 

That request, we were sure, asked us to do certain things that 
were beyond any authority that the act gave the Administrator. On 
the other hand, the act did give him authority to make regulations 
that would exempt drugs under section 502 (f) (1) and that was the 
very provision which the Food and Drug Administration had used 
to justify its position that they could not permit refills of prescriptions. 
It did seem to me that our regulations under that provision needed 
clarification. 

At the time that we discussed the matter with the interested parties, 
a bill similar to the one we are now discussing was pending in Con- 
gress, and it was felt that, if the Administration got out new regula- 
tions at that time, then it might have some unintended effect on the 
action on the bill then before the Congress. 

Frankly I feel very strongly that this matter of refilling prescrip- 
tions is a question that should be dealt with by legislation rather than 
by regulation of the Administrator. I feel that for two reasons. In 
the first place, I am sure that under the law the Administrator cannot 
do some of the things that ought to be done; and, secondly, I think 
this is so far-reaching that it is important that it be done by legislation 
and riot by regulation of the Administrator. 

It is also true that some of the things we are authorized to do 
could, | think, be done better by legislation. Nevertheless, 1 am in 
a situation as Administrator where, when the parties insist on my 
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dealing with this matter, I am compelled to act, although I should 
much prefer to see Congress do it. 

As a result of all these considerations, we did get out a proposed 
new amendment which would permit the refilling of prescriptions for 
nondangerous drugs, what we call over-the-counter drugs, but would 
not permit the refilling of a prescription for other drugs which are 
generally described as those which can be safely dispensed only on the 
prescription or under the direction of a physician. 

The proposed regulation would not have permitted the refilling of 
prescriptions unless the doctor himself said that it could be refilled. 


In that proposed regulation there was nothing said about telephoned 


prescriptions and we received, as to that, a number of suggestions and 
objections. We considered them and we are working on a revision of 
that point. But I say that whatever we do in the way of new regula- 
tions will, I hope, have no effect on your judgment, because | certainly 
the Congress will 


am not trving to anticipate what the committee o 
do. I would much rather that you dealt with it, and, to the extent 
that I do deal with it, it will be simply because I feel that, under the 
law, | am compelled to act, since Congress has given me the authority 


and there is one party insisting taat I act. 

sut my whole philosophy, gentlemen, is this, that, in a field of this 
kind, the Government should only act where it is necessary. I am 
not in the least interested in taking any action unless it is compelled; 
that is, unless there is some condition that really compels action by 
the Federal Government. I feel action should go no further than is 
necessary to take care of the actual situation that exists. With that 
general explanation, | should like to proceed with my statement. 

The CHarrMan. You may proceed. 

Mr. Ewine. The bill which is before you, H. R. 3298, deals with the 
retail sale of drugs that have previously moved in interstate commerce 
and are thus subject to Federal regulation. This is a subject which 
has lately been very much on our minds in the Federal Security Agency 
and I welcome this opportunity to talk with your committee about it. 

Let me Sav at the outset that the subject is of such Importance and 
of such complexity that in my judgment it ought to be dealt with, in 
a comprehensive way, by legislation rather than by administrative 
regulation. I earnestly hope that your committee will share this 
view and will report out this bill, modified in such fashion as, to the 
committee, may seem wise. 

The Federal Security Agency has in fact dealt with this subject, or 
at least with a large part of it, in an extensive and elaborate regulation, 
and we are now engaged in considering whether that regulation should 
be amended in important respects. While some lawyers have dis- 
agreed, I believe that authority for our present regulation and for its 
proposed revision is found in the present statute—though it is con- 
tained in one four-line proviso. At least in its general pattern, the 
regulation was held valid by the Supreme Court of the United States 
in United States v. Sullivan (332 U.S. 689 (1948)). 

(The regulation referred to follows: ) 

Regulations. [§ 1.106] (a) Directions for use may be inadequate by reasor 
(among other reasons) of omission, in whole or in part, or ineorrect specification 
of: 

(1) Directions for use in all conditions for which such drug or device is 
prescribed, recommended, or suggested in its labeling, or in its advertising 
disseminated or sponsored by or on behalf of its manufacturer, packer, or 
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distributor, or in such other conditions, if any there be, for which such drug 
or device is commonly and effectively used; 

2) Quantity of dose (including quantities for persons of different ages and 
different physical conditions 
3) Frequeney of administration or application 

(4) Duration of administration or application 

5) Time of administration or application (in relation to time of meals, 
time of onset of symptoms, or other time factor 

6) Route or method of administration or application: or 

7) Preparation for use (shaking, dilution, adjustment of temperature, or 
other manipulation or process 


t 
b) Exeept as otherwise provided by paragraphs (h) and (i) of this section, 
a shipment or other delivery of a drug or device shall be exempt from the require- 
meuts of seetion 502 (f 1) of the Act if it complies with all of the following 


conditions: 
l Such drug or device, because of its toxicitv or other pote ntialitv for 


harmful effeet or the method of its use or the collateral measures necessary 


to its use, is not generally recognize d among « xperts jualified bv scientific 
training and experience to evaluate its safety and efficacy, as safe and 
efficacious for use except by or under the supervision of a physician, dentist, 


or veterinarian. 
2) Such shipment or delivery is to be: 

i) Dispensed by physicians, dentists, or veterinarians in their pro- 
fessional practice ; 

ii) Dispensed upon prescriptions issued by physicians, dentists, or 
veterinarians in their professional practice and under labeling bearing 
the directions for use specified in such prescriptions; 

iii) Compounded with other substances in fillins 


such prescript ions 


or 

(ix Used in the manufacture of another drug or device 
3) Information adequate for the use of such drug or device by physicians, 
dentists, or veterinarians, as the case may be, is readily available. 

+) The label of such drug or device (other than surgical instruments and 
other devices to be used exclusively by physicians, dentists, or veterinarians 
in their professional practice bears the statement ‘‘Caution: To be dis pe nsed 
only by or on the prescription of a ” or‘‘Caution: To be dispensed 
only by or on the prescription of a or Otherwise used only for 
manufacturing purposes’’, the blank being filled in with one or more of the 
words ‘‘physician’’, ‘‘dentist’’, and ‘‘ veterinarian’’, as the case may be. 

5) No representation with respect to the conditions for which a drug or 
device is to be used, or how it is to be used, appears in its labeling except 
representations: 

(i) In'printed matter supplied to a physician, dentist, or veterinarian 
separately from such drug or device; 

ii) Specified in a prescription, which was issued by a physician, dentist, 
or veterinarian in his professional practice, upon which such d 
device was dispensed; or 

iii) Required by an official compendium. 

6) In the ease of a drug which is not designated solely bv a name recognized 
in an Official compendium and which is fabricated from two or more ingre- 
dients, its label also bears a statement of the quantity or proportion of each 
active ingredient. 

c) Except as otherwise provided by paragraphs (h) and (i) of this section, 

a shipment or other delivery of a drug which cannot be exempted under paragraph 

(b) of this regulation because of the provisions of subparagraph (1) thereof also 

shall be exempt from the requirements of section 502 (f) (1) of the Act if it complies 

with all of the conditions set forth in paragraph (b) (4) and (5) of this section 
and with all of the following additional conditions: 

(1) Such drug is not a liquid solution, emulsion, or suspension and is not 


in tablet, capsule, or other unit form 
2) The name whereby such drug is designated in its label is recognized in 
an official compendium. 
3) Such drug is ordinarily compounded with other substances before it is 
dispensed, 
(4) Such shipment or delivery is to be: 
i) Compounded with other substances in filling prescriptions issued 
by physicians, dentists, or veterinarians in their professional practice; or 
ii) Used in the manufacture of another drug. 
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(d) Except as otherwise provided by paragraphs (h) and (i) of this section, a 
shipment or other delivery of a drug which cannot be exempted under paragraph 
(b) of this section because of the provisions of subparagraph (1) thereof also shall 
be exempt from the requirements of section 502 (f) (1) of the Act if it is ordinarily 
used as an inactive ingredient, such as a coloring, emulsifier, excipient, flavoring, 
lubricant, preservative, or solvent, of other drugs. 

(e) Except as otherwise provided by paragraphs (h) and (i) of this section, a 
shipment or other delivery of a drug or device also shall be exempt from the re- 
quirements of section 502 (f) (1) of the Act if it complies with all the conditions set 
forth in paragraphs (b) (3) and (6) of this section and if such shipment, or delivery 
is made to a:physician, dentist, veterinarian, hospital, or clinic to be dispensed by 
or under the direction of physicians, dentists, or veterinarians in their professional 
practice. 

(f) A shipment or other delivery of a drug or device also shall be exempt from 
the requirements of section 502 (f) (1) of the Act if it is made to a dealer or manu- 
facturer to be used in the manufacture of another drug or device and its label 
bears the statement ‘For manufacturing use only.” 

(g) A shipment or other delivery of a drug or device also shall be exempt from 
the requirements of section 502 (f) (1) of the Act with respect to common uses, 
adequate directions for which are known by the ordinary individual. 

(h) No shipment or other delivery of any drug shall be exempt under any 
provision of this section from any requirement of section 502 (f) (1) of the Act 
unless its labeling bears the information concerning its use which is contained in 
the labeling upon the basis of which an application under section 505 of the Act is 
effective with respect to such drug. 

(i) No exemption under any provisions of this regulation shall apply to any 
shipment or other delivery of: 

(1) A drug if its advertising disseminated or sponsored by or on behalf of 
its manufacturer, packer, or other person responsible for making such ship- 
ment or delivery, contains any representation not borne by its labeling 
and which, if so borne, would make it a new drug; 

(2) A drug intended for administration by iontophoresis or by injection 
into or through the skin or mucous membrane; or 

(3) A drug or device if such shipment or delivery is made in the course of 
the conduct of a business of dispensing drugs or devices pursuant to diag- 
nosis by mail. 

(j) If a shipment or other delivery, or any part thereof, of a drug or device 
which is exempt under paragraph (b), (c), (e), or (f) of this section is disposed of 
for any purpose other than those specified in such paragraph, such exemption shall 
expire, with respect to such shipment or delivery or part thereof which is so dis- 
posed of, at the beginning of the act of such disposal. The causing of an exemp- 
tion so to expire shall be considered to be an act which results in such drug or 
device being misbranded unless, prior to such disposal, it is relabeled to comply 
with the requirements of section 502 (f) (1) of the Act, or it is disposed of for uss 
otherwise than as a drug or device. 

(k) For the purposes of this section: 

(1) The term ‘‘manufacture”’ does not include the use of a drug as an in- 
gredient in compounding any prescription issued by a physician, dentist, or 
veterinarian in his professional practice. 

(2) The terms “phvsician,” ‘dentist,’ and ‘“‘veterinarian,’’ as used in 
relation to the exemption of any drug or device, include only those physicians, 
dentists, and veterinarians who are licensed by law to administer or apply 
such drug or device. 

Mr. Ewrnea. The existing law requires that the labeling of drugs 
bear adequate directions for use. This requirement, however, may 
be relaxed by regulations as to any drug when such labeling is found 
by the Federal Security Administrator to be unnecessary for the pro- 
tection of the public health. As to the class of drugs which involve 
the application of diagnostic and treating techniques that are beyond 
the knowledge and competence of laymen, I have found that the re- 
quirement is not necessary when these drugs are sold on prescription. 
When such a drug is received by the pharmacist it bears a label 
stating “Caution—To be dispensed only by or on prescription of a 
physician.” It comes to the druggist that way from the manufacturer. 
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If the pharmacist sells the drug without prescription, the exemption 
does not apply, and the drug is misbranded because it does not bear 
adequate directions for use. If the pharmacist undertakes to write 
labeling giving adequate directions for use, we believe that the drug 
becomes misbranded under other sections of the act. It would violate 
section 502 (a) because of the false implication that it can be safely 
used by a layman and section 502 (j) because it is dangerous to health 
when used without professional guidance. 

The practical effect of the existing regulation is to limit a number 
of drugs to the prescription departments of retail pharmacies. My 
belief is that the legislation could much more clearly tell the pharma- 
cist exactly what his obligations are. That belief, however, cannot 
relieve me of the statutory duty to promulgate regulations under the 
present law. But I earnestly hope that this committee will act upon 
the bill and thereby will more clearly define the scope of action required 
of the Administration. 

I have other reasons, also, for that hope. The present provisions 
of the statute, amplified to the full extent of our regulatory authority, 
are in our judgment inadequate either, on the one hand, to give full 
protection to the consuming public or, on the other, to relieve the 
honest and lawabiding pharmacist of all the red tape that can safely 
be dispensed with. 

I will not take your time to discuss the grave dangers to health which 
can result from misuse of many of our most beneficient drugs. This 
committee, which handles both food and drug and public health 
legislation, is well aware of the basic problem, and I feel sure that 
other witnesses will bring to you all of the detailed information which 
you may wish. 

The problem as I see it—and it is the same problem that we face 
framing regulations—is to strike the best balance we can between the 
need for maximum protection of consumers from abusive practices 
and the need to minimize the impediments to the legitimate distri- 
bution and sale of useful drugs. 

First, let me point out ways in which the bill would strengthen our 
hands in the prevention of abuses. The present statute does not in so 
many words authorize us either to differentiate between “prescription 
drugs”’ on one hand, and “over-the-counter drugs” on the other, or to 
forbid the sale of prescription drugs without a prescription. On both 
these points our present methods of control are partially adequate. 
We were sustained in the Sullivan case on part of this problem. But 
on both points I think we ought to have clear and uneqtivocal author- 
ity. The bill before you would confer such authority in both these 
respects, and I believe that these changes in law are of very great 
importance in strengthening the protection of the public. 

To accomplish the former objective—that is, to distinguish between 
prescription and over-the-counter drugs—the bill authorizes the 
Federal Security Administrator to list, by name, the drugs that are 
to be limited to prescription sale. I am aware that this proposal is 
vigorously opposed by some. I cannot but believe, however, that it 
is the only practical solution of an extremely difficult problem. The 
first essential of any program to regulate prescription drugs, I think, 
must be some method of determining and of stating in plain and un- 
mistakable terms what drugs are prescription drugs. Several States 
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list by statute or regulation the drugs requiring that they be sold on 
prescription. Canada does so by regulation. 

Our best efforts to devise, in our existing regulations, a general 
definition of prescription drugs leaves a broad twilight zone in which 
no one can know with certainty into which classification a given drug 
will fall. 

That is because we have got to use general terms, and then the 
matter of whether the drug comes within those terms or outside of 
them is a matter of judgment which the pharmacist must exercise 
first; and then if that is challenged by the law-enforcing authorities, 
a court might have to make a decision. 

That twilight zone makes it very unsatisfactory for both the 
pharmacist and for any enforcing agency and therefore this provision 
in Mr. Durham’s bill to authorize the Administrator specifically to 
determine whether a specific drug should be dispensed only on pre- 
scription or not seems to us perhaps the best way out of this difficult 
situation. 

This uncertainty cannot fail to be as disturbing to manufacturers 
and sellers of drugs as it is to those engaged in enforcing the law. To 
obviate this uncertainty the bill would provide that prescription drugs 
should be listed from time to time by regulation. With the protection 
afforded by public hearing and judicial review, I believe that this is the 
most practical method any one has yet devised to deal with this prob- 
lem and at the same time to safeguard all the interests concerned. 

On the second point, the prohibition of sale of prescription drugs 
without prescription, the bill would write clearly into law conclusions 
which we believe can be drawn from a number of clauses of the present 
statute, but which are at this moment pending before a circuit court 
of appeals in the first serious test of the pharmacist’s ability to evade 
the prohibition by adding what he claims are adequate directions for 
use. If your committee agrees with us that many drugs are too 
dangerous for use without professional supervision, and that many 
others, while not toxic in themselves, require professional supervision 
for their effective use, then | would urge that Congress impose explicit 
prohibitions and not leave the matter to judicial interpretation of an 
ambiguous statute. 

Let me turn now to the other side of the problem, the protection of 
legitimate trade in drugs against unnecessary interferences. Here the 
bill would also make two changes, and I think them of importance 
equal to the strengthening of consumer protection. 

First, the bilf would relieve the pharmacist, when he fills a preserip- 
tion, from the necessity of meeting certain of the labeling requirements 
of the statute from which, under existing law, we are unable to relieve 
him. 

That is section 502 (f) which says that a drug or device shall be 
deemed to be misbranded: 

Unless its labeling bears (1) adequate directions for use; and (2) such adequate 
warnings against use in those pathological conditions or by children where its use 
may be dangerous to health, or against unsafe dosage or methods or duration of 
administration or application, in such manner and form, as are necessary for the 
protection of users. 

The Administrator has no authority to exempt from the provisions 
of clause (2) of this subsection and technically the warnings there 
required should be on a bottle, even though it is dispensed under 
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a doctor’s prescription. We think that that is unnecessary when there 
is a doctor’s prescription on which the drug is given out. 

These have to do chiefly with warnings against misuse which the 
statute requires in certain cases. These warnings we believe are quite 
unnecessary when the drug is used in accordance with the doctor’s 
orders; that is, when the doctor takes the responsibility that the drug 
will be properly used. I see no question that in such cases the phar- 
macist ought to be relieved of this burden. 

The other change to facilitate legitimate dealing, would be the ex- 
press authorization of telephoned prese riptions. As medical practice 
is carried on today, the use of the telephone is plainly essential. While 
there is inevitably some risk in the use of the telephone—risk of mis- 
understanding the name of a drug, for example—this is a point on 
which the gain from relaxing present requirements seems to me clearly 
and heavily to outweigh the risks involved. To minimize the risks 
the bill provides that the pharmacist must make and keep a written 
record of the telephone order. 1 should like to suggest that it also 
provide, as did last year’s bill, that the doctor must agree to confirm 
the prescription in writing within 72 hours. Without imposing any 
unreasonable burden, this would help to guard against certain possible 
abuses. 

In the case of prescription drugs, the troublesome question of refilling 
prescriptions would be dealt with by the bill in similar fashion. Here 

again, the doctor’s orders would be controlling, whether they were 
given at the time of the original prescription or when a refill is desired: 
but in either case they could be given by telephone. 

In the case of over-the-counter drugs, on the other hand, the doctor’s 
approval would not be necessary tora re fill. Since these are drugs that 
can properly be sold in the first place without prescription, 1 see no 
harm, in most cases, in permitting prescriptions for them to be freely 
refilled 

1 ought to tell the committee that we have been strongly urged to 
amend the existing regulations to permit telephoned prescriptions, and 


that if the matter is left to the Federal Security Agency to deal with by 
regulation, | intend to publish a proposed ‘palalten that would have 
this effect, insofar as our authority to make exemptions extends But 


here again, | think the subject is more appropriate tor legislation than 
lor regulation. 

A question has been raised about permitting telephoned prescrip- 
tions for barbiturates, or “‘sieeping pills,”’ and I am sure your commit- 
tee will wish to give spe cial attention to this issue. 

In the case of narcotic drugs, of course, amendment of the Federal! 
Food, Drug and Cosmetic Act would not affect the requirement of a 
written prescription contained in the Harrison Narcotic Act. In the 
case of barbiturates, however, no other Federal law is applicable 

As I am sure the gentlemen are aware, a subcommittee of the Ways 
and Means Committee has recently held hearings on the problem of 
barbiturate control, and has asked the Treasury Department, the De- 
partment of Justice, and the Federal Security Agency to frame a plan 
for strengthening the present legislation in this field. 

The Food and Drug Administration believes that it would be un- 
duly dangerous to permit telephoned prescriptions for barbiturates 
without limit. On the other hand, we do not want the chance of 
abuse by barbiturate addicts to cause us to place unreasonable burdens 
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on the far larger number of legitimate users. I think perhaps a 
solution of this problem might be found by permitting telephoned 
prescriptions for limited quantities, to meet situations where use of 
written pre scriptions is impractic al, such as permitting a telephoned 
prescription, say, for a couple of days’ supply rather than for an 
unlimited amount. 

The only other major point I wish to make about the bill is to urge 
you most strongly to reconsider the anomalous, and I think uncon- 
stitutional, provisions it contains in the respect to judicial review of 
orders listing prescription drugs. I firmly believe in judicial review 
in matters such as this, for I am only too well aware that we bureau- 
crats can make mistakes as well as anyone else; but I am equally 
convinced that the traditional pattern of such review, expecially as it 
has recently been restated in the Administrative Procedure Act, 
affords adequate means of correcting such mistakes without injecting 
the courts into areas inappropriate to the judicial process, in which 
they cannot in the nature of the case have the expertness of an ad- 
ministrative organization. 

To amplify that a little, this bill permits an appeal to the circuit 
court of appeals from the action of the Administrator in putting a 
drug on the list that would re quire it to be dispensed only by prescrip- 
tion, or refusing to do so, or taking it off, or refusing to take it off. 
The act as it is drafted sdachidion that in the circuit court of appeals 
there shall be no presumption but that it would be, in effect, a trial 
de novo. 

I personally do not think that there is any question but that that 
would be regarded as an unconstitutional delegation of power and I 
would urge that the bill be amended to bring it within the terms of 
the Administrative Procedure Act, the constitutionality of which has 
been upheld. 

Mr. Do.utver. A delegation of power to whom? 

Mr. Ewrna. To the courts. Article III of the Constitution places 
the judicial power of the United States in the courts and the second 
sentence of that article requires that there be a case—in other words, 
there has got to be an adjudication of existing legal rights. 

The act does delegate certain matters to the Executive, but these 
are executive powers which are prescribed, because the act gives the 
outline of the legislation and lays down the rules to govern the action 
of the administrative body. This is merely filling in details and that 
has been held to be an administrative act which is properly vested 
in an administrative officer. 

In several respects the bill lacks something of clarity, and I feel 
sure you will wish to examine its wording with care. Our technical 
staff will, of course, be at the committee’s service for any aid it can 
render in this process. 

In conclusion, gentlemen, let me say that the more I have studied 
this problem, the more I am convinced that legislation is called for. 
The bill before you would strengthen the legal controls which prevent 
abuses at the expense of the public, and at the same time would remove 
unnecessary and annoying restrictions on the practice of pharmacy. 
While in some points the bill is a compromise, I believe it is a good 
compromise. J] recommend its enactment. 

The CuarrmMan. Are there any questions? 
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Mr. Becxwortu. How large is that twilight zone that you were 
talking about? Are there vast numbers of drugs that would fall in 
that category? 

Mr. Ewine. I think it is pretty big, Mr. Beckworth. There are 
any number of drugs that you could say are clearly on one side or 
clearly on the other, but many are in the intermediate category, and 
as to them it is very difficult to say. 

Mr. Beckworru. What would constitute the routine by which you 
could cause that twilight zone to become smaller? 

Mr. Ewrne. I think this bill provides the routine for eliminating 
the twilight zone. That is why I like its approach; that is, the 
definite hsting of the drug, putting it on either the required prescrip- 
tion list or saying that it can be sold over the counter. 

Mr. Becxwortu. I should assume that some drugs are made up 
with more than one ingredient. 

Mr. Ewrna. Oh, yes. 

Mr. Beckwortu. Might there be a situation where if a given drug 
contains a certain percentage of a certain ingredient it would be in 
one zone and if it had a different percentage, it would be in another 
zone? 

Mr. Ewrne. I think that is definitely possible, yes. 

Mr. Beckwortnu. Would that provide an excellent opportunity for 
evasion by changing the percentages? 

Mr. Ewrna. I would not think it was an evasion if it were changed; 
in other words, under the narcotic laws you have exempted prepara- 
tions that have such a small percentage of narcotics in them that the 
Government does not feel there is any necessity for a prescription as 
to those. But if you increased those percentages, it would put them 
over on the other side of the fence. 

Mr. Beckwortu. What I have in mind is that there may be some 
concerns that would dislike their drug being placed in one category 
and therefore they would undertake to make up the drug in such a 
way that it would get into another category. 1 am wondering if 
that could become a great problem? In other words, would this 
really do the job in regard to the kind of problem that I am posing 
here? 

Mr. Ewina. I should think it would. Experience might prove 
otherwise. But certainly our best guess today is that this would 
do the job certainly far better than under existing law. 

Mr. Becxkwortns. With reference to the matter of telephoned 
prescriptions, you feel that there is no foreseeable problem of any 
great consequence that would develop by that change? 

Mr. Ewinea. No; I do not, Mr. Beckworth. I have not a doubt 
that there will be some abuses, but when you balance the advantages 
against those, when you balance the ability of the doctor to take care 
of an emergency situation by telephone in thousands of legitimate 
cases as against a few cases of abuse, I think the first far outweighs 
the second. 

Mr. Beckwortu. Would you restate your opinion as to the neces- 
sity of the doctor’s confirming the telephone prescription within 72 
hours? 

Mr. Ewine. Our reason for that is this. I think it is a protection 
to the pharmacist if the doctor confirms the prescription, for the simple 
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reason that the druggist can compare it then with his copy, with what 
he put down on the basis of the telephone conversation. If there is 
any mistake, he could get hold of the purchaser of the prescription 
and make the correction. 

Furthermore, it seems to me that we ought to put a little respon- 
sibility on the doctors in connection with these telephone prescriptions. 
Of course, the real danger probably is, Mr. Beckworth, of the barbi- 
turate addicts, or one of them, getting on the telephone and saying, 
“T am Dr. Smith, will you send me these particular pills,” whatever 
they may be, “to such and such address; it is an emergency.” There 
is certainly a danger of that. On the other hand, you have got to 
balance that danger against the good that may come from permitting 
telephone prescriptions. We think even as to those barbiturates, 
that particular class of dangerous drugs, if a telephone order can be 
placed only for a limited supply, the total amount of which would not 
be a lethal dose, then there is not any great danger and it would be a 
practical way of meeting that situation. 

Mr. Becxwortu. That is all. 

Mr. Heiter. Mr. Ewing, with reference to the last observation 
that you made, that somebody might get on the telephone and say, 
“T am Dr. So-and-so and I want some sleeping pills,’ I get the im- 
pression that thereafter, within 72 hours, there would be a require- 
ment that there be a confirmation of that prescription; is that so? 

Mr. Ewina. Yes; that is our suggestion. That is not in the bill. 

Mr. Hetiter. Would it not be too dangerous to wait that long a 
period of time for a confirmation? I am looking at it from the prac- 
tical standpoint; that is, if you get a call and there is no confirmation 
required for 72 hours after the call is made, is that not too great a 
lapse of time? 

Mr. Ewirnc. Well, it is just a matter of jyudgm« nt, as to whether it 
ought to be 24 hours, or 36 hours, or 48 or 72 That was in Mr. 
Durham’s original bill. It was in the bill in the last Congress. For 
that reason we accepted if But if the committee made a change 
either way, that would be all right. 

Mr. Hever. There is a good deal of danger involved there, though, 
is there not? 

Mr. Ewina. I do not know; I think it is about right. That would 
be my feeling. By the way, that is a provision in the New York 
State law now and I do not think they have had any great difficulty 
with it. 

Mr. Heiter. I do not have a definite recollection of the law, but 
I did not think that it permitted confirmation after 72 hours 

Mr. Ewina. That is what I am told. 

Mr. Heuer. Is that so? 

Mr. Goopricn. Yes, sir. 

Mr. Heuer. Just one or two other questions. You referred in 
your statement to drugs that can be safely dispensed ; is that correct? 

Mr. Ewina. Dispensed or sold without a prescription. 

Mr. Hetiter. How can that be decided? 

Mr. Ewrna. It is just a matter of someone’s judgment. 

Mr. Heiter. And whose judgment would that be? 

Mr. Ewine. That would be the Administrator’s judgment after a 
hearing and the taking of evidence. 

Mr. Hevier. The taking of testimony? 
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Mr. Ewine. Yes, sir. Then there would be an appeal if the pro- 
cedure of the Administrative Procedure Act is followed, and there 
would have to be substantial evidence in the record to support the 
finding. 

Mr. Hevier. Would there be findings of fact made and submitted 
to a court for review; is that the idea? 

Mr. Ewrna. As I recall, the Administrator makes a finding and an 
order—a finding of fact and an order, what we call in New York a find- 
ing of fact and conclusions of law. Then the party may appeal on that 
record and the whole record then goes up, all the evidence taken at the 
trial and the exhibits. 

Mr. Hetiter. Where would that 20, to the United States district 
court or the circuit court of appeals? 

Mr. Ewrna. It goes to the circuit court of appeals. 

Mr. Heiuer. Without any hearing in a Federal court, is that the 
idea? 

Mr. Ewrna. Yes. 

Mr. Hetuer. You said, I believe, that you have received numerous 
objections to this bill; am I correct in that understanding? 

Mr. Ewrna. I have understood that there were; yes, sir. 

Mr. Heuuer. Briefly, could you tell the committee what was the 
tenor of those objections? 

Mr. Ewrna. I think the matter of the list is the most controversial 
provision in this bill. 1 think I am right in that. Some of the man- 
ufacturers have indicated that they were not happy about it. They 
will be here, Mr. Heller, to express their views. 

Mr. Hetuer. I see. We shall get those views later. Just one 
more thing. You made the general statement that the Government 
should only act when necessary. What conditions exist that make 
action on the part of the Congress necessary with respect to this bill? 

Mr. Ewina. I feel that the present law is ambiguous to a certain 
extent; for instance, those warnings under the law that the pharmacist 
has to put on a bottle, even though it is dispensed on the prescription 
of a doctor. I think that is an unnecessary thing. I think that this 
legislation, if it is adopted in the form suggested here, would eliminate 
this twilight zone. We have been, in our regulations, trying to get a 
definition; we have prepared a definition of what we call drugs that 
would require a prescription and those that do not; and work as we 
may, we are not satisfied or happy with that definition. I think that 
this bill provides machinery that would make that whole procedure 
much better and eliminate the so-called twilight zone. 

Mr. Heuer. Is the determination in the case of United States v. 
Sullivan, which you quoted in your statement, one of the reasons for 
sponsoring this bill? 

Mr. Ewina. No. The effect of that decision was this, Mr. Heller. 
Up to that time there was a question whether Federal law applied 
after a drug had got into the hands of a pharmacist when he had 
bought it from a local wholesaler in the same State; there was a ques- 
tion whether the Federal law still applied and the Sullivan case held 
that it did. 

Mr. Heiter. Do vou not feel at the present time that the Admin- 
istrator has broad enough discretion to cope with this problem? 

Mr. Ewina. No, sir. 

Mr. Heiter. You do not think so? 
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Mr. Ewrne. No; not to do the job that should be done. 

Mr. Hetuer. According to the decision of this court at page 690-—— 

Mr. Ewrna. Is that the Sullivan case? 

Mr. Hewtier. The Sullivan case, yes; it says: 

The broad discretion given the Administrator to excuse minor violations with a 
warning and to issue regulations exempting many articles from the labeling 
requirements when compliance is impractical. 

In other words, it says that you do have that discretion at the 
present time and if you do, would it not seem unnecessary for this 
bill to be brought before the Congress? 

Mr. Ewrna. I will tell you, Mr. Heller; it is perfectly true that in 
the Food and Drug Act there is a provision that permits the Food 
and Drug Administration to overlook minor violations of the law and 
not prosecute, but to me, as a lawyer, that is a provision that I do not 
like at all. That is a bureaucrat’s dream—of deciding whem he will 
prosecute and whom he will not prosecute. It is revolting to every 
concept of justice that [have. ‘To me the law or certainly the regula- 
tions, so far as possible, should make it perfectly clear on which side 
of the line a particular action falls. 

Mr. Heuer. In other words, it resolves it into a definition of terms? 

Mr. Ewrna. Yes, sir. 

Mr. Hetuer. Thank you, sir. 

Mr. Douurver. You have alluded to the fact, Mr. Ewing, that in 
the State of New York there is a 72-hour regulation on telephone 
prescriptions. Is it not true that every State has a large volume of 
laws and regulations on this subject? 

Mr. Ewrnea. Not every State. Many of them do. Offhand, I 
would say about two-thirds of them do and about one-third of them 
do not, but do not hold me to that. 

Mr. Durham says 32 States have laws; so I was not far wrong. 

Mr. Dotutver. Would your organization be able to furnish the 
committee with a summary of those laws? 

Mr. Ewrna. Yes. 

Mr. Douutver. Would it be permissible to insert that in the record, 
Mr. Chairman? I think that is quite important to have in this dis- 
cussion. 

The CHarrMANn. Without objection, it is so ordered. 

Mr. Do.utver. You will see that that is done? 

Mr. Ewina. Yes, sir. 

(The information requested follows:) 
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Mr. Douutver. The legal basis for this kind of legislation comes 
from the Sullivan case and other cases similar to that which preceded 
it in the courts; is not that true? 

Mr. Ewina. Yes. 

Mr. Douuiver. And this legislation would establish or tend to 
establish uniformity of regulations with respect to the dispensing of 
prescription drugs; would it not? 

Mr. Ewinc. My understanding of the legal situation on that is 
that if you have a Federal law and have a State law—take a druggist 
in Michigan, we will say; if his State law is more strict than the 
Federal law, he has to obey the State law; on the other hand, if the 
Federal law is more strict than the State law, he has to obey the 
Federal law. He has to obey the one that is more strict. 

This would establish a rule for those States that have no laws on this 
problem. 

Mr. Do.tutver. It would set minimum standards in some States and 
maximum standards in others? 

Mr. Ewina. Yes. 

Mr. Douuiver. Do you have any knowledge, Mr. Ewing, as to the 
attitude of the pharmaceutical profession generally about this legis- 
lation, or will we hear from them? 

Mr. Ewina. You will hear from both the big national pharmaceuti- 
cal organizations—the Retail Druggists Association and the American 
Pharmaceutical Association. 

Mr. Douuiver. Of course, we all recognize the profession of phar- 
macy is a learned profession with high standards of professional 
conduct with respect to the distribution of drugs 

Mr. Ewrne. Completely. 

Mr. Douuiver. Either drugs that are dangerous or otherwise. 

Mr. Ewrne. Completely. 

Mr. Douuiver. They have very high standards of professional 
education and professional conduct. 

Mr. Ewina. Completely. 

Mr. Douutver. I may say in closing that the question of these 
telephone prescriptions is of very great importance in the rural area I 
represent. [ have some communities in my district which have no 
doctors in them at all, and the doctors in an adjacent town will call 
the druggist in that town and say ‘“‘This person needs this kind of a 
drug,”’ and it may be an emergency situation which requires the use 
of the telephone. So lam completely in sympathy with the idea that 
telephone prescriptions should be permitted. 

Mr. Ewina. Yes. 

Mr. Cartyte. Mr. Ewing, I have studied this bill of Mr. Durham’s, 
and I find on page 2 of the bill, line 14, two words that are a little 
confusing to me, namely, the two words ‘‘or ineffective.’’ Do those 
two words add anything to the bill? 

Mr. Ewina. The way that is drafted, it is 


}: 


| iagnosis or supervision of 


unsafe or ineffective for use without the professional 


a practitioner licensed by law. 

Mr. Cartyte. What value do those two words have in that 
connection? 

Mr. Ew1nc. Well, vou have the problem, Mr. Carlyle, of drugs 
bemg sold under r presentations that they are cures tor everything 
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on earth, and very often they will prevent a person from going and 
getting proper professional help on those things until it is too late. 

My associate here says that this was designed to meet a case, for 
instance, of penicillin, which has no toxicity; yet it is a type of drug 
that should not be dispensed or used except under the supervision of 
¢ physician. 

Mr. Carty_Le. Would not “unsafe” cover that? 

Mr. Ewinec. Not necessarily. It might, but not necessarily. 

Mr. Cariyue. “Which is unsafe’? means a drug that is ineffective 
and would it not be difficult always to define what would be effective 
at one time on some person and ineffective at another time or what 
would be effective when applied to one person and ineffective when 
applied to another? 

Mr. Ewinc. We think this adds something to the protection of the 
bill, but it is nothing I would die for. 

Mr. Scorr. Following up Mr. Carlyle’s question, how would you 
answer this question: What drug is effective in the treatment of the 
common cold? 

Mr. Ewrna. I do not think this deals with the effectiveness of the 
drug so much as merely that it is ineffective except under the proper 
direction of a physician. 

Of course, going back to your cold question, I once asked my doctor 
for a good cold remedy, and he said there are a thousand of them, and 
if there was any one of them that was worth a damn, there would be 
no reason for the other 999. 

Mr. Scorr. But I do not want him to prescribe 14 handkerchiefs 
and 14 days in bed. [Laughter. 

Mr. Harris. Following up that same question, it is a fact that in 
many instances if the proper dosage is not given, it is ineffective; is it 
not? 

Mr. Ewr1ne. That is just the point. 

Mr. Harris. I do not know enough about it to indicate the effec- 
tiveness of it, but I used to hear if a person took an overdose of strych- 
nine, it would not bring about death. Certainly that would be in- 
effective. Is that true or not? 

Mr. Ew1nc. I do not know. Iam not going to try it. [Laughter.] 

Mr. Harris. It is true that if some people, at least, take an over- 
dose of penicillin, it is very effective; is it not? 

Mr. Ewrna. I do not know that I can answer that. 

Mr. Harris. I know I took a dose of that at one time given to me 
by a doctor for about 3 days, and I was just broken out all over. 

Mr. Ew1rna. A small dose might have done the same thing to you, 
because maybe you happen to be allergic to it. 

Mr. Harris. I have not taken any since; I know that. 

Now, you were talking a moment ago about the responsibility of 
the doctor, and I thoroughly agree that there should be some respon- 
sibility on the doctors. Is there any way vou can tell where the 
responsibility of the doctors ends and the responsibility of the pharma- 
cist begins? 

Mr. Ewrnea. | think if you have this list as Mr. Durham’s bill 
proposes, you would pretty much put the entire responsibility on the 
doctor and, to me, that is where it belongs, for prescribing what the 
patient should take, the quantities, the dosage, the times, and all that. 
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Mr. Harris. In carrying out the orders of the doctor, there is a 
vast responsibility on the druggist; is there not? 

Mr. Ewrna. Oh, certainly—to properly label it in accordance 
with the prescription and all that. 

Mr. Harris. As I understand it, you are endeavoring here to 
relieve the pharmacist of some of the labeling responsibilities. 

Mr. Ewrna. Yes; you are quite right. But the point of it is that 
under the existing regulations we have a definition of a drug that 
must be dispensed on a prescription, namely, if 
such drug or device, because of its toxicity or other potentiality for harmful effect 
or the method of its use or the collateral measures necessary to its use, is not 
generally recognized among experts qualified by scientific training and experience 
to evaluate its safety and efficacy, as safe and efficacious for use except by or 
under the supervision of a physician, dentist, or veterinarian. 

If that does not leave a whale of a twilight zone, I do not know 
what does. That is why we do not like that definition given there 
at all; yet it is probably as good as we can get. 

Mr. Harris. I thoroughly agree with you. If the Administrator 
cannot understand what the law means, then I do not see how you 
can expect the public to understand it. 

Mr. Ewrna. I did not make this regulation myself. 

Mr. Harris. I know. I was talking about the responsibility of 
labeling, strictly. I am just asking for information. I cannot see 
why there should be such a burden on the druggist to have to write 
out a label and put it on the prescription. Is that what you are trying 
to relieve? 

Mr. Ew1na. Oh, no. You see, under the law, a drug is misbranded 
unless its label bears (1) adequate directions for use. 

Mr. Harris. That is right. 

Mr. Ewrna. That is one thing the Administrator is authorized to 
waive by regulation—then (2) that it contains adequate warning 
against the use in those pathological conditions, and so forth, that 
I read awhile ago, and then, to go on, “even though it is being dis- 
pensed under the direction of a physician.’”’ And we do not think 
there is any point in requiring this warning and all that if the doctor 
is taking the responsibility for prescribing the medicine. 

Mr. Harris. You say on page 3 “The Administrator may by regu- 
lation remove drugs subject to section 502 (d).”’ That has to do with 
certain habit-forming drugs; is that right? 

Mr. Ewina. Yes. 

Mr. Harris. Does that give the Administrator authority to remove 
by regulation any restrictions with reference to narcotics? 

Mr. Ewinc. No. We do not deal with narcotics. 

Mr. Harris. I wanted to be sure you did not, by this language. 

Mr. Ewrna. Oh, no. 

Mr. Harris. It has been called to my attention that no representative 
of the medical profession is presently scheduled to appear as a witness 
on this proposed legislation. Of course, knowing how well you always 
get along with the medical profession, I thought you could advise us 
as to whether or not that profession is going to be represented or how 
they feel about it. 

Mr. Ew1na. They have not notified me, Mr. Harris. [Laughter.] 

Mr. Harris. Is there any way you have learned of any particular 
opposition of the organized medical profession; have you heard any 
expression one way or the other about it, or do you know? 


’ 
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Mr. Ewi1nea. No;I do not. I understand some of the witnesses will 
be able to answer that. 

Mr. Harris. Thank you very much. 

Mr. Beamer. I have just one question for information that follows 
along Mr. Harris’ comment. On page 3 you refer to the fact of when 
a caution label is required. Could you tell me some caution labels 
that are not required? Are not caution labels required under the 
present act to bear the statement “Caution: Federal law prohibits 
sale or dispensing without prescription’? I know I have been given 
bottles and prescriptions that have had caution labels on them. 
Is this a new prohibition you are suggesting in this bill? 

Mr. Ewrna. I will ask Mr. Goodrich to answer that. 

Mr. Goopricu. The present caution label for prescription items is 
“Caution: To be dispensed only by or on the prescription of a 
physician.” 

The CHAIRMAN. Suppose you give your name for the record. 

Mr. Goopricu. My name is William W. Goodrich. I am attorney 
for the Federal Security Agency. 

That is the only caution legend, assuch. There are certain warnings 
on prescription drugs; there are also certain warnings on other drugs in 
accordance with section 502 (f) (2). That is a warning against misuse 
or a warning against the use in pathological conditions where it may be 
dangerous. It varies from drug to drug, but the standard caution 
label now on all prescription items is the one I quoted. 

Mr. Beamer. In other words, this would throw the burden back on 
the pharmacist—to require this particular label? 

Mr. Goopricu. This particular label would-be required for the pro- 
tection of the pharmacist, so that he could look at the bottle and know, 
if it had that legend on it, it was a prescription item and was not to be 
sold over the counter. 

Mr. Beamer. It only protects him where he is asked to refill it? 

Mr. Goopricu. Yes. It will say on there “Caution: Federal law 
prohibits sale or dispensing without a prescription.” 

Mr. Beamer. Would that extend back to the manufacturer of the 
product? 

Mr. Goopricu. Yes. The manufacturer would be required, if he 
sells a drug listed in that list, to put this statement on. Then the drug- 
gist would be in a position to rely on that statement. 

Mr. O’Hara. Mr. Ewing, in the light of Mr. Harris’ question, there 
is no claim that there is any socialized medicine in this bill; is there? 

Mr. Ew1ne. Not by us. 

Mr. Harris. Certainly there is no implication of that on my part. 
[Laughter.] 

Mr. O’Hara. Of course, the dispensing of medicines or drugs is 
extremely important to three groups of people—the doctor, the 
druggist, and the person who is taking them. In the past, Congress 
and your agency and the public generally have been concerned with 
the protection of the public. I suppose it is true that the average 
layman does not have any knowledge of drugs. I know I do not 
have. I go to my doctor and he gives me a prescription which is 
something I cannot read. I take it over to the druggist, and I have 
great confidence in him tha the is going to transcribe onto the label 
on my bottle what I am supposed to do. 
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Do I understand that this bill in any way relieves the druggist of 
placing on the label on the bottle the instructions which I should 
have? 

Mr. Ewrna. Oh, no; in no sense. He must put on the prescription 
drug, if the drug is one that can only be dispensed on prescription, a 
label containing the name and address of the dispenser, the serial 
number and date of the prescription or of its filling, the name of the 
prescriber, and, if stated in the prescription, the name of the patient, 
and the directions for use and cautionary statements, if any, con- 
tained in such prescription. 

Mr. O’Hara. I want to make sure the procedure which I rely on 
fundamentally is still going to continue insofar as the druggist is con- 
cerned who is filling the prescription and turning it over to the layman 
who does not know anything about it. I want to make sure that 
continues. 

Mr. Ewrna. I think that is amply taken care of. 

Mr. O’Hara. Violations of the present Food and Drug Act are 
prosecute din the F ral courts; are they r not? 

Mr. Ewina. Yes, si 

Mr. O’Hara. That. means it is a complete trial de novo in the 
Federal court? 

Mr. Ewrna. Absolutely. 

Mr. O’Hara. I notice you objected to the judicial review section of 
this statute. Would you have any objection to a judicial review of 
one of the orders which might be issued under this proposed legislation 
in the Federal district court? 

Mr. Ewrna. I think the present Administrative Procedures Act 
sets forth that there would be an appeal, as we would recommend, from 
the Administrator to the circuit court of appeals. The only thing we 
think is doubtful in the bill as drafted is the provision which says it 
should be a trial de novo in the circuit court of appeals. That is the 
only thing that troubles us. 

Mr. O’Hara. That would be the three-judge court? 

Mr. Ewrna. Yes, sir. 

\Mir. O'Hara. Have there been in the past any attempts to review 
by court action the regulations of the Administrator? 

Mr. Ewinea. Oh, ves. The present act, Mr. O'Hara, in section 701 
(f) (1), pre vides in’a case of actual controv rsy— you see, they are 
shooting there to get it within the constitutional authority “in a case 
of actual controversy as to the validity of any order unde r subsection 
(e), aNnV person who will be adversely affected by such order if placed 
in effect may at any time prior to the ninetieth day after such order is 
issued file a petition with the circuit court of appeals of the United 
States for the circuit wherein such person resides or has his principal 
place of business, for a judicial review of such order.”’ That is in the 
present law. 

Mr. O'Hara. You recognize in that provision for appeal it is prac- 
tically a question of the construction of the law. The Administrator, 
having disposed of the questions of the fact, it is just a question of law 
for the court under the provision you just read. If there was a trial 
de novo, in the circuit court of appe als. you recognize there would be 
an opportunity for the triers of the fact there to determine what the 
facts were, and it would be quite a different situation than under 
existing law; is not that so? 


>” 


FEDERAL FOOD, DRUG, AND COSMETIC ACT 37 


Mr. Ewrina. That is true.. My objection to it fundamentally is 
a constitutional objection, because I think if vou would check up on 
those decisions you would agree with me that the procedure provided 
here with respect to a trial de novo in the circuit court of appeals 
would probably be unconstitutional. 

Mr. O'Hara. I would be very interested if your counsel would care 
to file some citations of authority on that question. 

Mr. Goopricn. | think I can state those now. Keller v. Potomac 
Electric Co. (261 U. S. 428): Federal Radio Comm iSSiON _ Ceneral 
Electric Co. (281 OF om 464): Federal Radio Commission Vv. Nelson 
Bros. Co. (289 U.S. 268). 

Mr. O'Hara. That is on the question of certain things which the 
administrative department is charged with doing? 

Mr. Goopricu. Those are on the constitutional question—the 
permissible scope of review by a constitutional court. The leading 
case under the present law, I suppose, is Federal Security Administrator 
v. Quaker Oats (318 U.S. 218), which interprets the present law under 
section 701 (f). 

Mr. O’Hara. But that is under a provision which does not permit 
a trial de novo in the circuit court of appeals? 

Mr. Goopricu. That is correct. I should say that recently the 
Third Circuit has held in Creamwipt Salad Dressing v. Federal Security 
Administrator that the Universal Camera decision recently decided by 
the Supreme Court is applicable to the present law. 

Mr. O’Hara. As I stated before, it has completely changed the 
preexisting notion of the Supreme Court. There was very little 
review, as a matter of fact, but they placed greater responsibility on 
the Circuit Courts of Appeals in the Camera case. 

Mr. Goopricn. The point I am making is that there has already 
been a Third Circuit Court decision holding that the Supreme Court’s 
decision in the Universal Camera case was applicable under section 701 
(f) of the present law. 

Mr. Wotverton. Mr. Ewing, I realize the complications in this act. 
[t is very difficult to understand it in all of its details. But looking at 
it from the standpoint of the over-all objective, would this bill, if 
enacted, increase the necessity of getting refill prescriptions, or 
decrease it? 

Mr. Ewina. It would increase the necessity of getting refill pre- 
scriptions very much. 

Mr. Wotverron. I am looking at it from the standpoint of the 
patient or the consumer or whatever you wish to call him. If he had 
to go back to the doctor to get a refill in every instance, which would 
mean an additional fee, I can see how it might be highly desirable from 
the physician’s standpoint, but it would not be so desirable from the 
standpoint of the patient and probably not from the standpoint of the 
druggist. So that there is an economic question that enters into it, 
as to whether it will increase or decrease the necessity of getting refill 
prescriptions. 

Mr. Ewina. This bill has tried to meet that question, Mr. Wolver- 
ton, by specifically providing that the doctor can put on the prescrip- 
tion, the first prescription he gives, that this can be refilled. Then 
there is no limit to the number of times it can be refilled. 

Mr. Wo.verron. But if he does not put that on, then it would be 
necessary to go back and cousult the physician again. 
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Mr. Ewrna. That is true. 

Mr. Wotverron. And it might require the payment of a fee to get 
it refilled. 

Mr. Ewrnc. That is, of one of the dangerous drugs which, by defini- 
tion, was a type of drug that should only de dispensed and taken under 
a doctor’s supervision. 

Mr. Wotverron. That is where the complication comes in so far 
as I am concerned—in determining what is a dangerous drug. How 
is it determined to be dangerous and which ones would be permitted 
to be refilled without a physician’s direction that it might be. I am 
interested from the standpoint of the patient and the trouble he must 
go to to get a refill and if it necessitates additional expense to him. 

Mr. Ewrne. I think you have a very real point and one that was 
brought out the other day when I saw that some publication reported 
that some doctors had a long dissertation on how dangerous it was 
to take aspirin except under the direction of a doctor. I think it is 
a thing where I do not know what you can do but leave it to the 
good judgment of someone whom you believe would try to act fairly 
and honestly on the thing; but you are certainly right. Whichever 
way you move, you have possible dangers. 

Mr. Wotverton. Take a very simple case. Using aspirin as an 
illustration, in the case of the average patient, there is an absolute 
lack of ability to read prescriptions. Sometimes I wonder how the 
druggist reads them from the handwriting that appears on the pre- 
scription; but, aside from that, they may use a technical name. I 
would not know whether they can for aspirin or not, whether that is 
the accepted name of the chemical or whether it has several ingre- 
dients which you could prescribe which, in effect, would be aspirin. 

Now, suppose a physician gave aspirin tablets to someone. Is 
there any possibility under this bill, that it would require the patient 
to get another prescription for a refill? 

Mr. Ewrna. Well, as of today, I would say “No,” but I think you 
have to recognize that under this bill you might have an Adminis- 
trator who would call a hearing to put aspirin on the list of dangerous 
drugs. If he held that aspirin was a dangerous drug and that was 
appealed to the circuit court of appeals and they upheld it, then 
you would be in that situation. 

The two safeguards you have—really, the main safeguard you 
have is the judgment and fairness of the Administrator, because in 
the appeal to the circuit court of appeals, if there was substantial 
evidence in the record to sustain the Administrator’s finding, I do not 
see how the circuit court of appeals could do anything about it. 
The difficulty is that these are problems that are inherent in any 
situation where you have to control trade of any kind, and it is 
unfortunate and very difficult to frame legislation to prevent abuses 
and at the same time not set up a cumbersome machine that might 
go too far. 

Mr. Wotverron. The statement you have made to the committee 
leaves no doubt as to your viewpoint on an over-all plan. However, 
I am concerned a little bit, and maybe more than a little bit. I do 
not want to do anything in the name of protecting the patient that 
unnecessarily might add to the expense incident to his obtaining that 
particular prescription. The cost of medicine today is such that I 
think we ought to take that into consideration, because it is getting 
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into such realms now that it does seriously interfere with the average 
person getting the medical treatment he wishes on his own responsi- 
bility. 

Mr. Ewrna. Certainly, for my own part, I think there is definitely 
a field for self-medication, but where the line is between that and 
where it should not be permitted is not easy to draw. About the 
only way you can do it is to take a particular drug and have a hearing 
on it and try to make an honest decision on it in that case. 

Mr. Wotverton. Fundamentally, my thought is that I do not want 
to do anything by legislation that is going to increase the necessity of 
the patient obtaining a prescription to get a refill of a particular 
medication. 

Mr. Ewrna. I think this, Mr. Wolverton: The thing that has caused 
most of the trouble is the barbiturate situation, because there have 
been grave abuses there. There have also been some abuses in 
connection with hormones. 

Mr. Wotverrton. In that connection, I was wondering if our diffi- 
culties in that respect are not in a large measure removed. For 
instance, I read an advertisement last night in one of our Washington 
papers—TI am sorry I do not have it all with me, but I was interested 
in this hearing when I cut this part of it out. I was intrigued by the 
promises it makes. It says ‘Sleep tight every night. No prescription 
needed for the nonhabit-forming’—I will not mention the name 
“sleep capsules.’’ And it goes on to say it eliminates all of these sleep- 
producing drugs that are looked upon as dangerous and contains none 
of them and that there are no opiates, barbiturates, or anything in it, 
except that it will put you to sleep. If that drug can do just what 
this says, maybe there won’t be any need for taking barbital, and so 
forth, for sleeping. 

The CHARMAN. It is necessary for the committee to suspend at this 
time, as there is a call of the House. 

I understand there are a number of manufacturing druggists in the 
room, and I just want to say to them it would be very much better if 
they could agree on one or two spokesmen for any general aspect 
instead of trying to hear everybody, because otherwise we will never 
get through. 

Mr. Wotverton. For the purpose of making the record as complete 
as possible, would it be appropriate to have made a part of the record 
the elaborate regulations which have been testified to? 

Mr. Ewrna. Yes, sir. 

The CHairman. I think it would be very helpful. 

Mr. Wotverton. Put it in your statement at the point where you 
refer to them, which is in the third paragraph, second line. 

The Cuarrman. I think it would be a very good idea, and it is so 
ordered. 

The committee will stand adjourned until 10 o’clock tomorrow 
morning. 

(The committee thereupon adjourned until tomorrow, Wednesday, 
May 2, 1951, at 10 a. m.). 
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WEDNESDAY, MAY 2, 1951 


House or REPRESENTATIVES, 
COMMITTEE ON INTERSTATE AND 
ForREIGN CoMMERCE, 
Washington, im és 

The committee met at 10 a. m., Hon. Robert Crosser (chairman) 
presiding. 

The CuarrmMan. The committee will come to order. 

We will hear first this morning Mr. Warnack. 

Give your name and whom you represent for the benefit of the 
record. 


STATEMENT OF ROY S. WARNACK, RETAIL DRUGGIST, 
LOS ANGELES, CALIF. 


Mr. Warnack. Gentlemen of the Interstate and Foreign Commerce 
Committee, my name is Roy S. Warnack. I operate the Warnack 
Pharmacy at 1000 South LaBrea Avenue, Los Angeles, Calif. I have 
been a drug-store owner for 33 years and a licensed pharmacist since 
1910. 

I am a past president of the California Pharmaceutical Association 
and for 15 vears | served the organization as executive secretary. My 
own experience and extensive acquaintance with druggists Nation- 
wide enables me to know their problems and to understand them. 

I come here today to support H. R. 3298. The bill is important to 
public health and the vital services of pharmacy. 

The law as it is now contains six provisions that are obstructive to 
the efforts of the druggists to prov ide the medicinals available for the 
treatment of diseases. 

The Food, Drug, and Cosmetic Act includes provisions 

That make it illegal for a pharmacist to recognize an oral 
prescription from a physician: 

(2) That require a written prescription from the prescriber for 
every refill: 

(3) That allow a manufacturer to confine a medicine he makes to a 
prescription though it be nothing more than charcoal or molasses; 

(4) That restrict numerous medicinals and many of them without 
the Lng sary justification ; 

That make the pharmacist liable for mislabeled dr igs sold over 
the fabio se 

(6) That contribute serious confusion through uncertainty and the 
inability of the pharmacist to determine limitations in a large number 
of instances. 
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I urge the enactment of H. R. 3298 in order to correct these pro- 
visions through amendment of section 503 (b) of the Food, Drug, and 
Cosmetic Act. 

I wish to comment further on various major points. 

The restriction on the oral prescription and the usual refill is unrealis- 
tic in that it runs counter to modern times and contrary to the needs 
of public health. 

Let me illustrate. 

I will take you through the magic of imagination to the prescription 
department of a drug store. The telephone rings. The pharmacist 
hastens to answer it. The caller is a physician and he orders a sun- 
burn preparation for a patient. I may sell an identical trade-marked 
product over the counter and yet it is against the law for me to 
dispense it on a prescription which a doctor communicates to me on 
the telephone. It is unethical for me to suggest to the patient that 
the sunburn preparation is available as a proprietary medicine. Sub- 
stitutions of that kind will soon give a pharmacist a ruinous reputation. 

The telephone rings again. The physician on the line tells me to 
rush penicillin to a patient. It is a violation of a Federal statute to 
comply. I think of the patient and the drug is sent to him at once. 
I doubt that there is one of you gentlemen of the mind to argue it is 
wrong for me to cooperate with the doctor in such cases. It is unwise 
indeed to continue in force a law that must be ignored for the sake of 
public health. Also it is unfair to compel the pharmacist to assume 
the jeopardy of prosecution every time he supplies a drug for an 
emergency in response to instructions by way of the telephone from 
a physician. The fact that enforcement of the restriction on the oral 
prescription has been considerate is beside the point. 

It has long been the custom in the profession of pharmacy to recog- 
nize the oral prescription from a physician. Moreover the doctor of 
today would find it extremely difficult to practice unless he could 
depend on the pharmacist to take prescriptions over the telephone 
and then deliver them to his patients. 

The physician may call the pharmacist from his office or the home 
of an ill person for an urgently needed drug. Quite often the time 
saved is a major factor in the rapidity of the recovery of a patient. It 
could even be the difference between life and death. Many people 
are alive today because druggists responded with speed to instructions 
which doctors communicated via the telephone. I could cite num- 
erous cases of heart attack, for instance, or heat fever, or serious 
injuries. 

You may question the safety of the oral prescription. There is no 
evidence that the incidence of abuse or of error is greater than with 
the written prescription. The pharmacist is trained to exercise the 
utmost care and he takes every precaution to avoid mistakes. Inter- 
pretation of an oral prescription or detection of fraud in a prescription 
which comes over the telephone is just as easy as with the written 
prescription. 

The Food, Drug, and Cosmetic Act was enacted in 1938. Never- 
theless the pharmacist has since then, as he did before, had to accept 
oral prescriptions for the reason that the welfare of the public made 
it necessary. Yet section 503 (b) refers specifically to certain exemp- 
tions from the labeling requirements with respect to the written 
prescription. 
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Of course the Administrator of the Federal Security Agency could 
not do otherwise than recognize the plain language of the law and 
accordingly he had to hold that only a written prescription is legal 
and that it was a violation of the Federal statute for a pharmacist 
to accept an oral prescription. However, there was no real problem 
until the Food and Drug Commissioner, Dr. Paul Dunbar, in an 
address before the convention of the National Association of Retail 
Druggists, held in Atlantic City in 1948, announced that a further 
interpretation of section 503 (b) held the filled written prescription 
to be a complete and final transaction like a canceled check. This 
meant that refills of a prescription were against the law regardless 
of the nature of the ingredients specified in the prescription, whether 
they were for lemon juice and ordinary sugar or for the more dangerous 
sulfa drugs. 

The druggists were now confronted with an official restriction 
against both oral prescriptions and refills of every kind on request 
of the patient. 

The Atlantic City address by Dr. Dunbar brought a widespread 
demand for an amendment to the Food, Drug, and Cosmetic Act to 
clarify the position of the pharmacist. The druggists insisted on the 
right to recognize an oral prescription. Also they sought to be certain 
to what extent a prescription could lawfully be refilled on request of 
a patient. 

The demands of the druggists are easy enough to understand, for 
an established procedure that was recognized generally and that had 
not seriously been interfered with before Dr. Dunbar’s Atlantic City 
address suddenly became a declared unlawful practice. 

The pharmacists believed that instead of challenging interpretation 
of the Administrator, which he would undoubtedly defend through 
the courts, relief and clarification were a proper matter for legislative 
consideration. The druggists expressed the conviction that it never 
was intended to have the Food, Drug, and Cosmetic Act molest the 
traditional relationship of the physician, the pharmacist, and the 
patient. 

Now I wish to speak on the ‘‘Prescription legend.” 

The “prescription legend”’ appears on many products. This legend 
reads as follows: “Caution: to be dispensed only by or on the pre- 
scription of a or otherwise -used only for manufacturing 
purposes,”’ the blank being filled in with one or more of the words 
“physician,” “dentist,’’ or “veterinarian,’”’ as the case may be. 

This legend and its application to the retail druggist in the conduct 
of his profession and his business of retailing drugs presents many 
difficulties. It creates a serious situation in the practice of pharmacy, 
since it appears needlessly and without reason on many products 
which the public should be able to buy on request without the re- 
quirement that they have a prescription. Many useful drugs that 
are perfectly safe for lay use carry the legend and because of that 
fact, if sold without a prescription, are misbranded and the seller is 
in violation of the law. 

Section 502 of the Food, Drug, and Cosmetic Act is the section 
that covers misbranding. It consists of some 10 paragraphs which 
define misbranding and its provisions must be followed by all who 
manufacture, distribute, and sell drugs. In a business as extensive 
and diversified as the manufacture and distribution of drugs it is 
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understandable that many points of misunderstanding or misinter- 
pretation would arise with respect to the meaning of the different 
clauses in the settion. As a result the Administrator of the Federal 
Security Agency, who is empowered by law to do so, has issued 
numerous regulations to cover these misbranding clauses. These are 
intended to serve as a guide to the drug industry 

Regulation (1.106) was issued pursuant to section 502 (f) and among 
other reasons exempts a drug from the labeling requirements of section 
502 (f) if it complies with certain conditions set forth, one of which is 
that the product or drug bears the statement, “Caution: To be dis- 
pensed only by or on the prescription of a physician, dentist, or veteri- 
narian, as the case may be.’’ The only instance where the manufac- 
turer may not of his own choice use the legend is under the prohibition 
of paragraphs (h) and (i) where an effective application with respect to 
a new drug would apply. Even then, for all practical purposes, he 
controls the situation. If he has in his application supplied the Ad- 
ministrator of the Federa! Security Agency with the required informa- 
tion and the CcOpyV of the label he will use, if that copy bears the legend, 
approval means that the legend will subsequently appear on all of the 
distributed drug. 

It is with respect to the hundreds of cases where the manufacturers 
under the permissive privilege granted in the regulations use the legend 
as an evasive instrument to pass responsibility and liability to the 
druggist that we object. The responsibility for proper labeling lies 
with the manufacturer. He should not be permitted to avoid or 
He makes the drug and unless it is per se a dangerous or 


dodge it. 
law and reculation to 


habit-forming drug, he should be required by 
label it in a manner wherein its sale by the druggist would not con- 
stitute an unlawful act of selling a misbranded drug. 

If the drug or chemical were a bulk product the druggist could also 
repackage and sell small amounts as is often required and by simply 
designating the name of the product and copving the manufacturer’s 
directions, fully comply with Federal labeling requirements. 

When a manufacturer of a simple drug or chemical distributes his 
product in small containers, a pound or less, and places thereon: ‘For 
manufacturing purposes only,” he can do it for one purpose only 
that of avoiding liability and passing it on to others. He knows the 
druggist buys the product for resale in its original form or for sale in 
repackaged smaller units, and that the use of the product in manu- 
facturing would be negligible. Sut his labeling precludes its sale 
unless the druggist assumes all liability. 

A drug or chemical may be perfectly safe for lay use without pro- 
fessional supervision; vet if the manufacturer has used the legend 
and shipped his product in interstate commerce, the druggist may not 
lawfully sell it. If he chooses, because he knows the drug is relatively 
harmless, to supply it under his own label, with directions for use and 
such other statements as would be necessary to meet Federal labeling 
provisions, he must be prepared to assume any an all liabilities that 
might ensue from such action. 

Manufacturers have been given a privilege under the regulations 
which they have grossly abused. They have demonstrated over the 
years either their mability to write labels which conform to the provi- 
sions of section 502 (f) or their unwillingness to do so. From the ob- 
vious fact that they have failed to follow the purpose and spirit of the 
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Food, Drug, and Cosmetic Act with respect to labeling their products, 
it is clear to the practicing pharmacists that they need more compe- 
tent counsel in their labeling department or a well-defined law that 
offers no loopholes for evasion of responsibility. 

The pharmacist in his daily work of filling prescriptions and selling 
household drugs has enough responsibility of his own. He should not 
have to shoulder the responsibility that belongs to the manufacturer. 

The bill before you provides for the segregation of drugs into two 
classes: Those that are unsafe for use without professional supervision, 
hence requiring a prescription and authorization for refilling, and 
those that are safe for over the counter sale. The bill provides for 
the method of classifying these drugs. And its provisions are clear 
enough for the primary producer or manufacturer and the pharmacist 
to follow without reams of regulations. 

When a drug is classified as unsafe for lay use without professional 
supervision and a prescription is required before it can be dispensed, 
then and then only will it carry the new warning or caution, which 
reads: “‘Federal law prohibits sale or dispensing without a prescrip- 
tion.”’ 

The confusion with respect to labeling will cease. The pharmacist 
now operating in a sea of doubt will have a clear understanding of 
what he may sell without a prescription, and the new warning or cau- 
tion will point out the products that require one. 

There are countless cases of the misuse of the legend on drugs re- 
ceived by the druggist. I have brought here as exhibits just a few, 
most of which were taken from my own drug store. 

I will direct vour attention to some of these exhibits to demonstrate 
the misuse of the legend labeling, and I will leave those to which I 
do not call specific attention for the purpose of review by the commit- 
tee, as it wishes. 

It is not my purpose here to say that the manufacturers should be 
made to properly label a drug if it is safe for general use or that they 
should be granted the privilege to avoid responsibility if they so 
desire, thus making the retailer assume all responsibility and liability. 
My chief purpose ts simply to say that trying to operate a drug store 
under this confusing situation is next to impossible. 

Here is a sample or two picked at random, as I said, from the 
shelves of my own store. Here is a package of calcium carbonate, 
precipitated; certainly a harmless drug if there ever was one. Cal- 
clum carbonate, to give you the common every day name is simply 
precipitated chalk. It is an official USP drug, the use of which is so 
generally known that it could be sold as such without any further 
labeling than precipitated chalk USP. Yet here is a package of this 
simple drug with the statement “Caution: To be dispensed only by 
or on the prescription of a physician or otherwise used only for manu- 
facturing purposes.” 

Offsetting that, here is a package of the same drug, marked ‘‘Pre- 
cipitated chalk USP,’ with the official name “Calcium carbonate’’ in 
parenthesis below. On this package it is marked “Antacid’’ and the 
average dose given, and the statement, in addition ‘“‘May also be used 
as a tooth powder.” The chemical also has many other uses known 
to the average person. Yet one of these packages or its contents may 
not be sold lawfully without a prescription; while the other may be 
freely sold even to a child. 
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Now here is another situation. Here is a small container made by 
one of our chemical houses, containing calcium lactate. The same 
situation arises. This canister gives the legend, which again pre- 
cludes its sale except on prescription. On the other hand, here is a 
bottle of tablets of calcium lactate, 10 grains, made by one of our 
leading pharmaceutical houses, and the package contains directions 
for use. Certainly calcium lactate is a drug that is harmless. The 
USP dose is an average 75 grains, and let me say that it takes a table- 
spoon, rounded, with this product to make 75 grains. Why such a 
drug should be permitted or why a manufacturer should desire, unless 
it be to avoid responsibility, to use the legend on such a preparation, 
I cannot understand. 

Here is a preparation labeled ‘‘calcium chloride, USP, granulated.” 
For your information, calcium chloride is simply table salt. On this 
product, the manufacturer does not put any legend but simply labels 
it “calcium chloride, USP,” which would make it permissible for sale. 
Yet, so far as calcium lactate is concerned, plain salt would be far 
more harmful, because if you took a tablespoon full of calcium lactate, 
it would not hurt you, but if you took calcium chloride, it would 
produce vomiting and make you very uncomfortable. 

Here we have a preparation called Ketochol. This preparation is 
one of ketocholanic acids and has a rather wide usage. It contains 
dosage and directions for use with a warning stating in what condi- 
tions it would not be generally safe to use. It is sold over the counter 
by the pharmacist upon request of a customer and does not require ¢ 
prescription. 

Here is a preparation called Cholanor, which is essentially the same 
type of product, that of ketocholanic acids and ox bile, and yet it 
contains the legend and may not be sold without a prescription. 

Here is another case of especial interest because of the wide differ- 
ence in the manufacturers’ labeling. The preparation referred to is 
quinidine sulfate. I have here the labels of four different manufac- 
turers. Two of these contain a legend; hence precluding the sale over 
the counter. The third one does not contain a legend, names the 
conditions for which the drug is used and contains a warning or 
caution which the manufacturer chooses to head by the word ‘‘Im- 
portant’’ and then names the conditions under which the drug should 
not be used. But, because there are no directions for use or dosage, 
the item could not be sold over the counter. 

Then we have the identical preparation under the label of another 
manufacturer where a dosage is given which states ‘One as directed 
by the physician.’”’ But on this preparation there is no warning of 
any kind to indicate under what conditions the drug should not be 
used. The pharmacist in this case would be warranted, if the cus- 
tomer told him that the doctor had told him to buy it and use it, to 
sell it to him without the placing thereon of any further directions or 
warning of any nature. 

If it is possible to bring to your attention any more confusing 
situation than exists here, I don’t know how it could be done. So far 
as I have been able to find out, there has been no warning or caution 
suggested by the Administrator with reference to this drug; but they 
have suggested a warning or caution with respect to quinine and 
cinchonine and I presume the manufacturers have followed this 
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suggestion with respect to quinidine because of the similarity of its 
action. 

I might go on at great length in calling to your attention the use and 
misuse of the prescription legend on drugs and the conditions arising 
therefrom in the every day practice in the drug store. Because I have 
been a student of the drug laws, both in my own State and the Federal 
laws, I may have a more acute awareness of what is and what is not 
lawful to sell than the average practicing pharmacist. I know, how- 
ever, in talking to scores of them in my own State and druggists 
from other States, that their problems are no different than mine. 
They find the conditions existing intolerable and will certainly welcome 
any change that will clarify their position as pharmacists in performing 
the services required of them. 

Some of these products are simple drugs with which the general 
public is quite familiar. Most of them have been used for decades 
with safety and without the need for professional supervision in their 
use. Some of them are official drugs and would qualify for over-the- 
counter sale if designated by name only and such sales would not cause 
them to be misbranded (Regulation 1.106 (c) (2) (g)). Yet the 
manufacturer chooses to arbitrarily limit their sale to manufacturing 
or prescription use by placing the legend on them. He can do it for 
no other purpose than to absolve himself from any responsibility with 
respect to the drugs. 

Obviously if the situation did not present a serious and provoking 
trade problem it would be funny. Many manufacturers of advertised 
proprietary products ship us their preparations, the labels of which 
comply with all provisions of the Food, Drug and Cosmetic Act. 
Yet the same drugs alone or in combinations come to us from other 
manufacturers carrying the prescription legend. 

A pharmacist might order a certain drug from his wholesaler without 
specifying the maker and receive the drug with the prescription legend 
on the label. <A call from a customer for the drug would have to be 
met with a refusal to sell and yet the customer might walk into a store 
across the street and obtain the identical item with labeling that 
would permit its sale. 

As a practicing pharmacist I have for years had a serious problem 
to face; trying to serve the public and at the same time comply with 
a law and regulations which permit the unfair and unworkable condi- 
tions outlined in this statement. 

Having an intimate and working knowledge of the situation I do 
not believe there is any solution to the problem except through amend- 
ment to section 503 (b) of the Food, Drug, and Cosmetic Act as offered 
in H. R. 3298. 

H. R. 3298 will make it possible for the druggists to provide the phar- 
maceutical service which is vital in the treatment of disease. I am 
confident that after you have studied the arguments in support of the 
bill you will issue a favorable report on the proposed amendment of 
section 503 (b) of the Food, Drug, and Cosmetic Act. 

I thank you, gentlemen, for the attention you have given me and 
the interest you have displayed toward what I had to say in support 
of H. R. 3298. 

Mr. O’Hara. Mr. Warnack, with respect to the complaint which 
you make as to the labeling of so-called similar drugs, such as a salt 
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solution or the salt in the container you referred to, does not the 
Food and Drug Administration have the right to compel the proper 
and somewhat uniform labeling of drugs under the present law? 

Mr. Warnack. I would say that right is conferred expressly on the 
Food and Drug Administration, but it is practically left to the manu- 
facturer to place his own label on there if it does not, per se, violate 
the provisions of the act. In other words, if he wishes to hide behind 
the provision of using a legend, he can do so without interference from 
the Department. 

Mr. O’Hara. Of course, under the present law, improper labeling 
or failure to label a drug would be subject to prosecution by the Food 
and Drug Administration; would it not? 

Mr. Warnack. That is correct. But it is not improper labeling if 
he hides behind the legend and chooses to use it. They will not force 
him to amend his labeling to supply a label that would indicate the 
usage of the product. 

Mr. O’Hara. Do I gather from your statement that what precipi- 
tated this legislation was a speech by Dr. Dunbar made at Atlantic 
City a couple of years ago on the matter of refill? 

Mr. Warnack. That was primarily it. The original purpose was 
to amend the right to fill and refill prescriptions or to state the condi- 
tions under which they might be filled or refilled. 

Mr. O'Hara. As a matter of practice, in your long vears of practice, 
if a physician in your neighborhood writes out a prescription of some 
rather dangerous drug—I am speaking not only of barbiturates but 
of other forms of drugs which might be harmful to the patient—is it 
not a matter of practice that the physician usually puts on there 
‘Not for refill’’? 

Mr. Warnack. That is a manner in which the problem could be 
largely solved, but I am sorry to say doctors are very remiss in con- 
nection with instructions on prescriptions. A few of them do. But 
also today, in practice, it is a custom for pharmacists to ask for 
authorization of refills if the drug is in the d: ange rous classification. 
In fact, many State laws preclude refilling without authorization, 
including my own State. 

Mr. O’Hara. Does that apply to all forms of prescriptions, whether 
they are dangerous or not? 

Mr. Warnack. No; only to those which would be dangerous. 

Mr. O'Hara. Only to those which might be of danger? 

Mr. Warnack. That is right. It has been mete to refill 
prese ag without authorization, of simple drugs; it has also been 
the custom, ever since we have had telephones, to acce a any prescrip- 
tion by lice. 

Mr. O’Hara. With reference to the suggestion that has been made 
that the doctor, within 72 hours, confirm the telephone prescription, 
what are your comments on that? Is that too long a time, or what 
is your thought on that? 

Mr. Warnack. My comment on that is that it is too long a time; 
that any requirement for a written confirmation is unnecessary and 


serves no useful purpose. As a matter of fact, if the prescription is 
bona fide, and there is every reason to belive it wouid be, confirmation 
would serve no useful purpose. If there was fraud, 24 hours, 48 hours, 


or 72 hours would be too late to do any good, and, if there was any 
possibility of fraud, you could not get confirmation. 
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As to care in taking prescriptions over the phone, druggists are 
trained to be careful. I do not think you would find very much 
incidence of fraud there, and it is impossible to legislate to prevent 
fraud. And in respect to narcotics, no prescription for narcotics can 
be filled until a written prescription is received. Yet, there is fraud 
there by forgery. You might have that on occasion, but I can see 
no useful purpose that would be served in requiring confirmation. 
It is of no value whatsoever. 

This is not a new problem; permitting this thing under Federal 
statute would be no new problem. It has been done for 50 years, 
and we would have a vast experience behind it to show it is a safe 
and sound enough practice. 

Mr. O’Hara. As a matter of practice, Mr. Warnack, you would not 
take a telephone prescription from some doctor whose voice you did 
not recognize over the telephone; is not that a matter of practice? 

Mr. Warnack. That is a matter of practice. The most prescrip- 
tions you get are from physicians you know or for patients you know 
And there are so many things that bring about a factual situation, 
where you realize the thing is going to be an authentic prescription, 
that you do not have too much trouble in that respect. And as far as 
carefulness in transcribing it is concerned, you take the prescription 
and write it down and double check in that respect. 

Mr. O’Hara. If there is going to be any time limit, I would think 
it should be a 24-hour limit rather than a 72-hour limit; would not 
you? 

Mr. Warnack. Yes. But that would be almost a physical impos- 
sibility, because you would either have to go 2 or 3 or 5 miles to get the 
prescription or ask the doctor to send it to you, and they are rather 
loath to do that. I cannot see any practical value whatsoever for a 
confirmation factor in the thing. 

Mr. Priest. Referring again to Dr. Dunbar’s speech, do you feel 
the Food and Drug Administration actually goes beyond the provisions 
of the present law with reference to prescriptions, particularly with 
reference to refilling? 

Mr. Warnack. | would answer that by saying “No,” both from a 
careful study of the provisions of the present act and the advice of 
our counsel. He has gone over the thing quite thoroughly, and he 
is in agreement that the Foed Administrator has no other choice than 
to issue such a proclamation or pronouncement. 

Mr. Beckwortn. Mr. Warnack, | was interested in your comment 
in regard to calcium carbonate, of which you have some packages 
there. To what do you attribute the great difference in handling by 
the two manufacturers of that identical drug? 

Mr. Warnack. The reason behind it? 

Mr. Beckwortn. Yes. 

Mr. Warnack. I think I stated that or attempted to state that as 
plainly as I could. It seems to me it is just a desire to assume no 
responsibility themselves and give it to the pharmacist who should 
not have to bear the responsibility of the manufacturer of the product. 
[ could take this product with the legend on it, because I know it is 
perfectly safe to sell and lawfully safe to sell, and I could tear this 
label off and put my own label on there “‘Warnack Pharmacy” and 
sell it, but I am assuming the responsibility. And we do have a 
record, both from your recollection and mine, where some manu- 
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facturers have put wrong things in packages and have caused death 
and lawsuits. If I did that and the manufacturer made a mistake, 
I am the guy who gets the blame and not the man who manufactures 
it. So why should not the manufacturer assume responsibility if 
I should sell his package? 

Mr. Beckwortu. Why would the manufacturer who made that 
particular product put what he did on that package? 

Mr. Warnack. I do not know that I can describe or explain the 
motive of the manufacturer except to say it is one of avoiding liability. 

Mr. Becxworru. Why would the manufacturer put what was on 
the other package there? Is there any gain, or does it place one 
manufacturer in a more favorable position than the other? 

Mr. Warnack. I think his motive in labeling it properly and in a 
manner to make it salable is that he wants the druggist to sell it. 

Mr. Becxwortu. It is not clear to me exactly why one manu- 
facturer would handle one product one way and another in an entirely 
different way, as you pointed out. There must be some gain or harm 
from the two types of handling. 

Mr. Warnack. I have explained my position in the best way I 
cap by saying I think the manufacturer is trying to avoid responsibility. 
If he has another story to tell, when he becomes a witness perhaps 
you can get that information from him. 

Mr. Becxworrtn. ‘Does what you describe here happen in many, 
many instances? 

Mr. Warnack. There are hundreds of cases. I have a whole table 
full of things here, and I understand the other witnesses have a trunk 
full of things. We have not attempted in any sense to bring all we 
could here, because the train would not be big enough to enable us to 
bring them all. 

Mr. Becxworrtn. Is there any financial gain in handling it in one 
way that is far more lucrative than handling it the other way? 

Mr. Warnack. The economics that result from that situation I 
would hesitate to answer. 

Mr. Beckworrn. You do not think the economic problem has 
much to do with it? 

Mr. Warnack. It may; yes. Undoubtedly it does. But [I still 
am unable to understand why one manufacturer would put a legend 
on his product when he could place a lawful label on it and make it 
possible to sell it. 

Mr. Becxwortnu. You do think, though, economics have a lot to 
do with it? 

Mr. Warnack. It definitely would. 

Mr. Rogers. How long do you think the life of a prescription 
should be before it should be prohibited from being refilled? I 
believe you take the position that every prescription should be re- 
filled without authorization. How long would you say the life of the 
prescription ought to last before it could not be refilled? 

Mr. Warnack. My opinion is, so far as a drug that would be safe 
for lay use and one that might be sold without a prescription is con- 
cerned, that I would not put any limitation on the life of the pre- 
scription; for a simple cough remedy or an external salve or something 
of that kind, I should say no limitation should be placed on that. 
But with respect to a drug that might be harmful and which is classi- 
fied as a dangerous drug, the limitation on that under this act would 
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not extend beyond the original filling, and any further supply of that 
medication would require authorization. 

Mr. Rogers. Might not conditions change so that within a year’s 
time or 2 years’ time a prescription which would be good at one time 
would not be good at another time? 

Mr. Warnack. That would be true in the case of any remedy, 
even a very simple thing. Again I go back to a simple thing like a 
cough remedy containing white pine compound or some simple 
thing. That would be as efficacious and safe to take at any time as 
it would be at the time of its original prescribing. 

Mr. Wotverton. Mr. Warnack, do you favor the bill as is, with- 
out any amendment? 

Mr. Warnack. I do. I think the bill represents a lot of thought 
and study, after a matter of about 3 years’ work to iron out and 
change, and I favor the bill in its present form. 

Mr. Wotverton. With reference to the matter about which Mr. 
Beckworth was examining you, as to why some manufacturers put a 
certain legend on a package and others do not, in those instances 
where the legend is put on “for manufacturing purposes only”’ or 
“by prescription only,’’ where the character of the drug is such that, 
in your opinion, it is not necessary to have it on that package and it 
is probably put on there merely to avoid responsibility by the manu- 
facturer, does that same manufacturer carry through that idea or 
principle pretty generally with respect to all of his products, and the 
other one does not do so? 

You see, what I am trying to get at is whether it is a practice of 
some, not only on the articles you have brought here with you but, as 
you stated, on many other articles, to follow through on that, or 
do they draw a distinction as to where they shall put that restrictive 
legend? 

Mr. Warnack. I will answer that by saying they do not follow 
through. Take this particular product I referred to, precipitated 
chalk, and the calcium lactate product I referred to: this particular 
manufacturer does. not follow through. He has many products 
which carry the legend which would be safe for sale; on the other 
hand, he manufactures and distributes many products which, in my 
opinion, would be far more dangerous than this on which he does 
place directions for use. So he does not have a uniform or standard 
policy of carrying through with the legend or without the legend. 

Mr. Wotverron. That is what I was trying to determine—whether 
there was a uniform standard label that some manufacturers adopt 
and others do not. You say that does not seem to vou to be the case? 

Mr. Waknack. That is not the case. 

Mr. Wotverton. Do you think there should be any recommenda- 
tion or restriction on. the prescription by the physician that it should 
not be refilled? 

Mr. Warnack. We would like very much to have the physicians 
exercise that right, lawful right, which they have to do that, by stating 
the prescription may not be repeated by placing a nonrep on there, or, 
if they desire the patient to have a refill, to place on there the number 
of times it can be refilled. 

Mr. Wotverton. Do you think that should be left to the discretion 
of the physician? 
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Mr. Warnack. I think it should be left to the discretion of the 
physician if he chooses to exercise it. In the absence of exercising 
that discretion, this law would plug up the loopholes; or, if he forgot 
to do so, in the case of a dangerous drug, it would require the phar- 
macist to obtain authorization for refilling. 

Mr. Wo.tverron. In your long practice as a pharmacist, would you 
say whether or not there would be any considerable number of doctors 
who would require a refill prescription in order to require the patient 
to come back to them to get a new prescription? 

Mr. Warnack. Do I think the doctor’s motive in placing that on 
the prescription would be for the purpose of requiring the patient to 
come back? 

Mr. Wotverron. Yes. 

Mr. Warnack. You are asking me a tough question there, to try 
to determine the motive of the doctor. 

Mr. Wotverron. All I am trying to do is to look at it from the 
standpoint of the patient. 

Mr. Warnack. I would answer that, in my opinion, that would 
not be the motivating influence on the part of the doctor. 

Mr. Wotvertron. The reason I ask is that somebody—I do not 
know who—mentioned to me that situation might exist, and I have 
no knowledge of it, of course. The doctors I do have knowledge of 
are reputable men. On the other hand, in every profession we recog- 
nize there are individuals who do not maintain the highest standards 
that are possible, and I am just wondering, from the standpoint of 
the patient in this case, whether this bill increases that situation or 
decreases it. Does it increase or decrease that possibility? 

Mr. Warnack. You mean from the economic standpoint of the 
patient and the patient’s position? 

Mr. Wo.verton. Yes. 

Mr. Warnack. | do not think so. I think, from the standpoint of 
the patient, the patient gets a better break under this bill than he does 
under the existing situation. Under the existing situation, we cannot 
take by phone or refill any prescription. Under the provisions of this 
bill, we can take a prescription by phone or refill it without authoriza- 
tion unless it contains a drug, for instance, that is classified as a 
dangerous one. I think for the safety of the public that is a very wise 
provision. Then we should call the doctor for authorization to refill, 
unless the doctor himself has indicated it might be refilled. 

Mr. Wotverron. In your experience, have you found a physician 
to any great extent prescribes medicines that could be just as easily 
purchased over the counter by a trade name? 

Mr. Warnack. I think in many cases they do, because those prod- 
ucts are good but are not generally known to the public because of the 
fact that they are not advertised to the public but only to the physi- 
cian. I might add that from the standpoint of the economics of the 
situation it is a fairly general ee among stores in dispensing that 
type of preparation, especially if it is dispensed in the complete or 
original form, that the patient pays just about whe he would pay for 
it if he came in and asked for it. That is a fairly general practice. 

Mr. Wotverron. | have in mind that a prescription written in 
terms of technical names and given to the patient would sell for a 
whole lot more than if he merely said to buy some particular kind of 
cough medicine. 
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Mr. Warwnack. I repeat the statement that if the doctor orders a 
thing that might be purchased and sold to the patient in the original 
form, most stores have a practice of charging for that what it would be 
sold for if the patient asked for it, unless it is unpacked and broken and 
only part used. Then there is an additional charge. 

Mr. WoLverRTON. Suppose you took some common form of cough 
sirup that is well recognized and in most instances it has the different 
component parts stated on the label and the proportion of each and 
suppose the physician, instead of saving ‘‘Get a bottle of John Jones’ 
cough sirup,” would write out all of those different elements that go 
into that cough sirup and give the requested amount. Would that be 
sold to the patient for the same price you would sell him the cough 
sirup in the original bottle? 

Mr. Warnack. I would say this, that it is very unusual that the 
doctor would write out the identical quantities of things that would 
appear in the preparation. 1 will give you an illustration. Take a 
common thing used every day as a cough sirup, elixir of terpin hydrate 
with codeine. I think uniformly doctors will not take time to write 
out the complete formula and give the patient the same specific 
amounts. They will write “elixir of terpin hydrate with codeine,” 
and the patient comes into the store and gets it filled. If he comes 
into the store and asks for a 4-ounce bottle of elixir of terpin hvdrate 
with codeine, which is an exempt narcotic and can be sold, | have him 
sign the exempt narcotic register and sell it to him for $1.25, and that 
is about what I would charge if he brought in a prescription for a 4- 
ounce bottle. But I think he would get more out of it if the doctor 
gave it to him in a prescription, both psychologically and otherwise, 
than if he bought it himself. 

Mr. Woxverton. Maybe this may seem facetious to you, but if 
vou got a prescription that called for a particularly well known 
labeled cough sirup, would you, in filling that prescription, sell the 
bottle of cough sirup as it was packaged for sale over the counter, 
or would you put it into prescription form and sell it? 

Mr. Warnack. If it called for the original container 

Mr. Wotverton. No; it would not call for the original container. 
You could sell the same thing in the original container, but I am 
assuming the physician wrote out a prescription which contained the 
component parts, which was identically the same and vou knew it to 
be the same. Would you, in filling that prescription, give the patient 
one of vour labeled bottles that you sell over the counter, or would you 
fix up his preser®tion either by doing it yourself or taking it out of a 
labeled bottle and sell it to him as a prescription rather than as the 
labeled article? 

Mr. Warnack. I repeat what | said before. It would be almost 
impossible to have a case where the doctor would write out the 
formula for the identical preparation which you might have on vour 
shelf, and vou would be obligated, if the doctor wrote down the 
quantities, to see that vou just put in the quantities as he said it. 
You cannot take a chance on doing a thing like that. 

Mr. Wotverron. I have had it brought to my attention that very 
simple remedies which you could have bought over the counter have 
been written out in language that the layman could not understand, 
and he would come out with a prescription that would be very much 
higher in price than if he had gone in and asked for the remedy he 
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was getting. That is the only reason for my questions. I have had 
that experience. 

Mr. Wiuuiams. Mr. Warnack, perhaps I might be a little biased 
in my consideration of this legislation, because I have a little personal 
or selfish interest in it; being the son of an old-time dr uggist. 

In regard to what ‘the gentleman from Minnesota (Mr. O’ Hara) 
asked you a few minutes ago about the 72-bour provision on taking 
prescriptions over the telephone from doctors, I think possibly you 
might clear that up for him if you would tell him that the fraudulency 
of a prescription given over the telephone would be immediately 
suspected by the druggist, would it not, because of the very make-up 
of the drugs which would be ordered? In other words, if a person 
was going to order a prescription fraudulently, he would include some 
narcotic, such as a barbiturate or something like that, normally in 
his request, would he not, whereas, if it was just for a harmless tonic 
there would be no reason why the druggist should not fill it? 

Mr. Warnack. That is true. I do not think there is any reason 
why the druggist should not fill any request of the physician if he uses 
the proper care and consideration in accepting it and translating it in 
the proper terms. The druggist knows the doctor’s language, and it 
would be very difficult for a person to attempt to speak fraudulently in 
that language without the druggist’s being able to detect it if there is 
something fishy or something wrong about it. 

Mr. Wiuurams. As for getting a confirmation in writing from the 
doctor, I think you will agree with me when I say that is virtually 
impossible nowadays. 

Mr. Warnack. It is quite difficult todo. As I said before, I cannot 
see how it serves any useful or practical purpose. 

Mr. Carutste. Mr. Warnack, in your testimony a few minutes ago 
you referred to shifting the responsibility. Whom did you have in 
mind when you spoke of shifting the responsibility? 

Mr. Warwnack. I had in mind the manufacturer who hides behind 
the permissive privilege granted in the law to use the legend which can 
be placed on there, thereby passing on the responsibility, because when 
he places the legend on there, even though it is a harmless drug, he 
precludes the sale of it other than as indicated. 

Mr. Cartyie. Do you mean shifting for the purpose of avoiding 
responsibility? 

Mr. Warnac K. Yes. 

Mr. Carty e. In case of injury? 

Mr. Warnack. That is right. In case of injury, @is responsibility 
ceases and is shifted to the pharmacist when he puts that legend on 
there. 

Mr. Cartye. Then, if a drug is not properly labeled, it wouid not 
be a complete shift of responsibility ; ; would it? 

Mr. Warnack. The drug is properly labeled; that is, it is labeled, 
but it is not properly labe led. It is labeled because he has chosen to 
hide behind the permissive rights granted in the regulation to use that 
legend. 

Mr. Carty.e. Have you carefully studied this bill? 

Mr. Warnack. I have carefully studied this bill. 

Mr. Carty.e. Do you have a copy of it before you? 

Mr. Warnack. Yes. 
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Mr. Cartyue. Let us turn to page 2, line 14, where it refers to 
drugs being “‘unsafe or ineffective for use.”” Do you think the two 
words “‘or ineffective’”’ add to this bill? 

Mr. Warnack. I know the purpose of those words being put in 
there is to say whether a drug is safe or ineffective without professions al 
supervision. But I would say that the Food and Drug Administra- 
tion, which believes that is a necessary provision in this bill, will 
testify later, and in defense of that provision I would have you direct 
your questions later to them. The only statement I would make is 
that, so far as we are concerned, we are satisfied with that provision 
in the bill. 

Mr. Carty.e. Do you think those words would be to some extent 
confusing in the interpretation of the bill? 

Mr. Warnack. I do not think they would be. 

Mr. O’Hara. If the gentleman will yield at that point, in con- 
nection with that, Mr. Warnack, this last winter a friend of mine 
suffered a severe heart attack. He was put in the hospital, and 
some very strong medicine, which I know nothing about, was pre- 
scribed. Somewhere along the line the dosage or the time of dosage 
was mistakenly given and instead of once or twice a week it was 
given more often, and as a result the man suffered a very, very bad 
relapse from the medicine. Would you say that medicine was “un- 
safe”’ or “ineffective?” 

Mr. Warnack. It would be unsafe and ineffective for use other 
than by the supervision of a doctor. If the doctor directed the 
space between doses, it would be safe, but if a layman directed it, 
certainly it would be unsafe and ineffective, because he would not 
have the proper knowledge. 

Mr. O’Hara. A medicine which might be safe if used in proper 
form and might be effective if used at the proper time might be very 
ineffective and very harmful to the patient otherwise. What does 
the word ‘‘ineffective’’ mean? Does it mean it does not do anything 
at all, or does too much? That is what we would like to know. 

Mr. Warnack. My opinion would be that it could refer either to 
an inert or useless drug or one which required professional super- 
vision. I again suggest to the gentleman that the Food and Drug 
Administration can better speak on that provision in the bill than 
I can, because it is their desire to have it in the bill. 

Mr. Stanvey. I would like to ask one question. On the first page 
of your statement, you say the law as it is now contains six provisions 
that are obstructive to the efforts of the druggists to provide the 
medicinals available for the treatment of diseases. I believe you 
stated just a moment ago that you are in accord with the bill as now 
written. You made that statement in response to a question from 
Mr. Rogers—that you are in accord with the bill as now written 
without amendment. Is that right? 

Mr. Warwnack. May I have permission just to modify that state- 
ment in one respect? That is in respect to the appeal provision in 
the bill to which objection was made yesterday. I would say so far 
as the professional pharmacist is concerned, that appeal provision is 
of no particular interest to us. We are willing to go along with the 
present act, under the General Administrative Procedures Act. We 
feel we have sufficient redress so far as the present act is concerned 
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and, with the exception of that appeal provision, the rest of the act 
I am in complete accord with. 

Mr. Stanuey. You list six provisions here, Mr. Warnack, and the 
third one is— 
that allow a manufacturer to confine a medicine he makes to a prescription though 
it be nothing more than charcoal or molasses. 

Is that objection removed in this bill and, if so, in what section and 
at what place? 

Mr. Warnack. It is removed in the section that provides for the 
classification of drugs into two classes. 

Mr. Stantey. Where would that be found in the bill? 

Mr. Warnack. Sections 1, 2, and 3 on page 2. 

Mr. Sranuey. Habit-forming drugs? 

Mr. Warnack. Habit-forming drugs— 
is a habit-forming drug subject to the regulations prescribed under section 502 
(d) 
or 
has been found by the Administrator, after investigation and opportunity for 
public hearing, to be unsafe or ineffective for use without the professional diag- 
nosis or supervision of a practitioner licensed by law. 

Mr. Stantey. Thank you, sir. I have nothing else, Mr. Chairman. 

Mr. Heuier. Mr. Warnack, would you please exhibit again the 
precipitated chalk? 

Mr. Warnack. The two packages of precipitated chalk? 

Mr. Heiter. Yes. The package in your right hand—is that the 
chalk? 

Mr. Warnack. Yes. 

Mr. Heiier. And the package in the left hand is the antacid? 

Mr. Warnack. It is the same thing. They both have the same 
label on them. 

Mr. Hetuter. What is the one in your right hand marked? 

Mr. Warnack. Calcium carbonate, precipitated. 

Mr. Hetier. What is the other package marked? 

Mr. Warwnack. Precipitated chalk with “calcium carbonate” in 
parentheses below. 

Mr. Heiter. They have the same contents? 

Mr. Warnack. They have the exact same label and exact same 
contents. 

Mr. Heuer. And either one of them can be used as a tooth powder; 
is that correct? 

Mr. Warnack. That is correct. 

Mr. Heiuer. For which one of those is a prescription required? 

Mr. Warnack. This bottle [exhibiting]. 

Mr. Hetier. And is this more expensive than the precipitated chalk 
so far as a refill is concerned? 

Mr. Warnack. No. I think they are comparable in cost. I 
think the cost would be comparable if you took into consideration 
the size of the quantity. 

Mr. Hetxier. But you think for one of those packages we would 
need a prescription to get it from the pharmacist; is that correct? 

Mr. Warnack. That is correct. 

Mr. Heuer. For the one for which a prescription is necessary, 
would the charge to the consumer be greater; would that sell for a 


higher price to the consumer? 
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Mr. Warnack. Well, it would be a higher price to the consumer, 
of course, because it would require all of the work that goes into the 
dispensing of a prescription. Under our modern costs, I might safely 
say that any prescription that is taken from the customer and taken 
to the back counter and laid on the counter, before it is touched 
entails a cost of from 50 cents to 75 cents. 

Mr. He ier. If the properties are the same and.all that is neces- 
sary is to put it in a big box or a small box or to give a full box, why 
should the price be different to the consumer? 

Mr. Warnack. The price is different because the clerk out front 
who could sell this package [exhibiting] gets $45 or $50 a week, and 
the other clerk who dispenses them gets $125 a week. 

Mr. Roserts. Mr. Warnack, with reference to this proposition of 
the possibility of fraud in telephone prescriptions, is it not gene rally 
the custom where the doctor’s practice is confined to a partic ular 
community that ordinarily he uses one particular druggist in the 
vicinity? That is the general custom; is it not? 

Mr. Warwnack. I would not say he uses one particular druggist. 
Physicians have their pet druggists—that is true—but it does not 
necessarily follow. Many times the patient has a pet druggist, too. 
I know many, many doctors who come into our area and tell the pa- 
tient ‘“‘I will phone this to so and so,” and the patient says ‘‘ You will 
not. Phone it to Mr. Warnack.’”’ So that does not follow as a 
general rule. 

Mr. Roserts. But generally speaking, you feel there is very little 
possibility of fraud due to the fact that there is a pretty close working 
arrangement between the doctor and the druggist? 

Mr. Warnack. That is true. I would say the fact that the drug- 
gist speaks the doctor’s language and vice versa would pretty well 
indicate the source from which it originated. 

Mr. Roserts. And you feel this is a good bill not only for the 
druggist but for the consumer and physician as well? 

Mr. Warwnack. I think very much so. I feel any change in the 
prescription provision would very much weaken the bill and destroy 
its usefulness. 

Mr. Hate. Mr. Warnack, there is some sound reasoning behind the 
provision of written prescriptions; is there not? 

Mr. Warnack. If there is a sound reason, | am unable to tell what 
‘ is, because this has been going on for the last 50 years. I do not 
believe this provision that is in the act was placed in there purposely; 
I think it was simply discovered that it existed and necessitated the 
Administrator having to issue regulations or a pronouncement, in 
effect, that there it was and here it is. 1 see no sound reason for it. 

Mr. Hate. Is it not quite possible to misunderstand an oral pre- 
scription over the phone? 

Mr. Warnack. I hardly think so. I think there are very, very few 
instances of error in those cases—no more so than there would be in a 
written prescription. 

Mr. Hate. Surely, if the doctor is prescribing a drug which contains, 
let us say, a certain proportion of strychnine or some other poison and 
the druggist misunderstands the physician and puts more of the poison 
in the prescription, it is a serious matter, and I should think it would 
be much easier to misunderstand on the telephone than to misunder- 
stand people’s writing. 
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Mr. Warnack. Let me say it is almost a universal custom in this 
connection to call back the prescription to the doctor for verification 
as to the quantities and contents. 

Mr. Hate. You mean when the druggist receives the prescription, 
he repeats what the doctor said or what he thinks he said? 

Mr. Warnack. Yes. 

Mr. Wotverton. Speaking of the danger that might come from the 
taking of a prescription over the telephone compared to one in writing, 
I happen to have had the experience some years ago when I was a 
prosecuting attorney where the prescription was in writing but the 
druggist probably did not read the writing as correctly as he should, 
and it resulted in a death. I do not remember the exact name of the 
drug, but I think it was barium sulphate, and there was all the dif- 
ference in the world between the ending of the word as to whether it 
was “‘ia”’ or “‘ie’’ or something of that sort, and it made the difference 
between life and death I do not remember the exact word or the 
exact drug and spelling, but the only difference was a couple of letters, 
and the druggist misunderstood it, although it was a written pre- 
scription, and it resulted in death. 

Mr. Warnack. Yes, sir. 

Mr. Rocers. In taking a prescription over the telephone, would not 
that increase the liability of the pharmacist? 

Mr. Warnack. Yes, sir; it would. I may answer and say that the 
druggists here are willing to assume that liability. We know it exists 
to some extent. 

(The committee thereupon took a recess until 2 p. m.) 


AFTERNOON SESSION 


The committee resumed at 2 p. m., Hon. Robert Crosser (chairman) 
presiding. 

The CHarrMan. The committee will please be in order. At this 
point we desire to have a telegram included in the record. It has come 
since the hearings started and bears on the point that was discussed 
today. 

(The telegram referred to is as follows:) 

New York, N. Y., May 1, 1951. 
Representative Ropertr Crosser, 
Chairman, Interstate and Foreign Commerce Committee, 
New House Office Building, Washington, D. C.: 

Believe that inclusion of the word “ineffective” in H. R. 3298 will confuse 
rather than clarify the issues and that plan to give Administrator the power to 
add to list of prescription drugs is an unnecessary, unwarranted, and unwise 
extension of the current trend toward bureaucratic government. 

SteRLING Druea, Ine. 


The CHarrman. At this point, we shall receive a statement by 
Robert E. Kelly, pharmacist and proprietor of a drug store in Chicago, 


Il. 
STATEMENT OF ROBERT E. KELLY, CHICAGO, ILL. 


Mr. Ketty. Gentlemen of the Interstate and Foreign Commerce 
Committee, I am Robert E. Kelly, principal owner and operator of a 
drug store located in southeast Chicago, Ill. The reason I appear 
before you today is to urge a favorable report on H. R. 3298 introduced 
by Representative Carl T. Durham, of North Carolina. 
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There are various facts that to me seem to be important in connec- 
tion with H. R. 3298. They come from personal experience and 
professional knowledge. I cannot of right claim to be an authority 
on governmental regulatory procedures or administrative responsi- 
bilities. Nevertheless, I think you will be glad to hear from a corner 
druggist since I may have information of value to you in a study of 
H. R. 3298. Also, I believe you will find that the problems I have 
encountered are general in the practice of pharmacy Nation-wide. 

Perhaps it may be well for me to tell vou a little about a registered 
pharmacist. He must devote 4 years to the elaborate and difficult 
curriculum of a pharmacy college. It is necessary for him to learn 
the properties of the medicinal chemicals, the action of every drug 
used in medical treatment, the effects of compounded antagonistic 
chemicals on the human body, dosages, and so forth. After gradua- 
tion he must pass the penetrative examination of a State board of 
pharmacy to procure a license to practice. Then it is usual for him 
to work two or more years under the supervision of a pharmacist of 
considerable experience. 

The pharmacist is trained to take every precaution to avoid mis- 
takes. Long before he is licensed to practice he is made to understand 
that an error may bring death to a patient. I think you will in the 
light of the human equation agree with me that the rarity of mistakes 
in prescriptions is remarkable. 

The number of potent medicinals today is much greater than the 
public realizes. Dosages of pharmaceuticals must be checked with 
care to make certain they are correct. The pharmacist is blamable 
for errors instead of the prescribers though the latter entered wrong 
dosages. 

It is common for physicians to rely on the professional knowledge 
and judgment of the pharmacist. They look to him to keep abreast 
of the onward march of medical science. The corner druggist is an 
important factor in the health field. He has earned the prestige he 
enjoys. 

The first point I wish to make is that the pharmacist is qualified 
through education and experience to exercise competent judgment 
relative to medical products of every class. 

The druggist today has to contend with legislation and regulations 
which hamper service to the public. The restriction on refills of 
prescriptions is the most troublesome. 

Recent figures show that 40 percent of the medicaments that the 
pharmacist dispenses are refills. Many of them are for treatment of 
eases which require various quantities of particular medicinals in 
addition to the amounts of the original prescriptions. Conditions that 
require vitamins may call for a dozen or more refills. Ulcers of the 
stomach may take months to cure and the prescribed drug is used for 
a long time. It is common for a pharmacist to be asked to supply 
refills of a cough medicine. The same is true of linaments, mouth 
washes, ointments, laxatives, and many more medicaments. 

The situation is such today that a pharmacist violates a Federal 
statute when he refills prescriptions for medicinals which he may sell 
over the counter in the form of a packaged medicine minus a legend. 
It is against the law to provide refills of oleum ricini. Yet the 
pharmacist is free to dispense castor oil (the same drug). I could 
cite numerous similar examples. 
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It is obvious that the restriction on refills is ridiculous. Never- 
theless there it is and the pharmacist must abide by it to obey a 
Federal statute. 

The restriction on refills has another angle. It is the effect it has 
on the cost of medicinals. Now let us suppose that a doctor pre- 
scribes a mixture of minerals called inorganic bioelements to a woman 
patient. The period of treatment may run to several months. The 
first bottle of tablets is soon exhausted. The law now requires that 
she procure a written order from the doctor to enable a pharmacist 
to dispense to her a second supply of the minerals. It is necessary 
for her to see the doctor and the chances are she must pay him a fee 
of $3. Most of the physicians in such cases much prefer to authorize 
refills of this kind over the telephone. But the law says that it is 
illegal for a pharmacist to dispense any drug (or even bread pills) on 
oral prescriptions. Furthermore, it irritates just about every doctor 
to be bothered with refills of medicaments he knows may be pur- 
chased over the counter. It doesn’t make sense to him to be asked 
to authorize in a written order refills of acidium acetylsalicylicum 
when even beer joints may sell the same drug under the name of 
aspirin. 

I urge you to make a favorable report on H. R. 3298 in order to open 
the way to modification of the restriction on re ills mg senti enactment 
of the proposed amendment of section 503 (b) of the Food, Drug, and 
Cosmetic Act. 

I wish to submit additional sound reasons for the enactment of 
H. R. 3298. 

The bill includes a provision that would legalize oral prescriptions. 
I have already referred to the restriction that makes written prescrip- 
tions compulsory. 

It happens quite often that a drug is needed in a hurry. 

I am reminded of a recent incident and it is typical of many that 
could be cited. 

The patient of a certain doctor became very ill late at night. I 
was called on the telephone and in Jess than 30 minutes I had the drug 
at the home of the sick man. The life of the patient was saved. 
Yet I violated a Federal statute in that I responded to an oral order 
for the drug. 

The restriction on the use of the telephone for transmittal of 
prescriptions is contrary to the welfare of the public. It is such a 
serious obstruction to the practice of medicine and the essential service 
of pharmacy that it must be disregarded in many cases in order to 
save human lives. The restriction on oral prescriptions should never 
have been made a law. I believe you will agree it is ridiculous to have 
a situation which subjects the pharmacist to the possibility of the 
disgrace of arrest and punishment for professional cooperation with 
the physicians in efforts to minister to the health of the public. 

I recall an incident which occurred last Christmas. I received an 
urgent telephone request from a doctor to deliver a supply of aureo- 
mycin to the home of a patient sick from incipient pneumonia. The 
drug was needed to arrest the onrush of the disease. 

I provided the drug on an oral order though I knew I violated 
Federal statute. The life of a human being was at stake. 1 was pre- 
pared to suffer the penalty for the infraction of the law and it was 
with an untroubled conscience that 1 delivered the drug. 
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It is plain that the present statutory restriction on oral prescrip- 
tions is an unjustifiable interference with the professional obligations 
of the pharmacist. Moreover, it is negative to the service which the 
public expects of him. 

One recent afternoon from 3:30 to 6 p. m. I checked on the unavoid- 
able violations of the restriction on re ‘ills and also on oral prescrip- 
tions. I counted 15 though I try hard to operate a drug store in 
accordance with the very high ethics of pharmacy. All of the viola- 
tions of the law were necessary to serve the physical welfare of 15 
people. I would have had to ignore the right thing to do in order to 
comply with the Federal statute involved. I believe you will agree 
with me that the deplorable situation is intolerable. 

Mr. Herman S. Waller has in an able manner discussed the problem 
of the legend. The exhibits he has placed before you constitute irre- 
futable evidence of the stupidity of the present laxities in the use of 
the legend. 1 will only add I am in accord with the arguments of 
Mr. Waller. 

Gentlemen, I again, in conclusion, urge you to help bring about the 
enactment of H. R. 3298. Thereby you will make an important con- 
tribution to the alleviation of the human misery that comes from 
diseage. I thank you, gentlemen, for the courtesy you have extended 
to me, a corner druggist in a neighborhood of Chicago. 

The CHarrMan. The next witness we shall hear is Herman S. 
Waller, counsel for the National Association of Retail Druggists. 


STATEMENT OF HERMAN S. WALLER, COUNSEL FOR THE 
NATIONAL ASSOCIATION OF RETAIL DRUGGISTS 


Mr. Waiter. Mr. Chairman and gentlemen of the Committee on 
Interstate and Foreign Commerce, my name is Herman 3S. Waller. 
I am a registered pharmacist and a member of the bar of the law firm 
of Waller and Waller, Chicago, Ill. I represent the National Associa- 
tion of Retail Druggists, to which association I shall hereafter refer as 
the NARD. 

In behalf of the NARD, which represents the Nation’s retail 
drugstore owners exclusively, with a membership of some 35,000 of the 
50,000 independent retail drug-store owners, in order that you may 
better understand our problem and the reasons for H. R. 3298 intro- 
duced by Congressman Carl T. Durham, more commonly known as 
the Durham-Humphrey bill, to amend section 503 (b) of the Federal 
Food, Drug, and Cosmetic Act, we respectfully direct your attention 
to the difficulties the retail druggists encounter under the present 
provisions of the act and the regulations thereunder in serving the 
public. 

Section 503 (b) of the act presently provides certain specific exemp- 
tions from the i ibeling requirements of section 502, when the sale of a 
drug or device is made upon the authority of a written prescription of a 
physician, dentist or veterinarian, and is in words and figures as 
follows: 

\ drug dispensed on a written prescription signed by a physician, dentist, or 
veterinarian, * * *_ shall if 
(1) such physician, dentist, or veterinarian is licensed by law to administer 
such drug, and 
2) such drug bears a label containing the name and place of the dispenser, 
the serial number and date of such prescription, and the name of such 
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physician, dentist, or veterinarian, be exempt from the requirements of 
section 502 (b) and (e), and (in case such prescription is marked by the 
writer thereof as not refillable, or its refilling is prohibited by law) of section 
502 (d). 

Under this section of the act, the Food and Drug Commissioner, 
some 3 years ago, announced that under the law as it is now written, 
the exemption from the labeling requirements as it may apply to the 

sale of any type of drug upon a prescription, applies only to written 
prescriptions, and to such presc ription refills which were specifically 
authorized in the original prescription, or unless the refill of such a 
prescription was again authorized in writing by the physician; so that 
an unauthorized refill of a prescription is in fact and in logic, a sale of 
the drug or drugs over the counter and constitutes a misbranding 
under the act, unless the druggist has fully complied with all of the 
labeling requirements of the act, as is provided in section 502, sub- 
sections A to L, both inclusive. 

In everyday practice—in the drug store—here is what this provision 
of the act, and the Commissioner’s announced policy thereunder 
means: When a doctor desires to prescribe, let’s say, aspirin—sodium 
salicylate—sirup of white pine tar, or for that matter any other 
drug, no matter how simple or how potent, he must write a prescrip- 
tion for it, and the refill of such a prescription, unless it is also in 
writing, will constitute a violation hg: the present law subjecting the 
druggist to a possible penalty of a $1,000 fine or a year in jail, or 
both, unless he has fully complied with all the labeling requirements 
as outlined by section 502, subsections A to L. 

To demonstrate to you further the practical implications of the 
present provisions of the law and the regulations thereunder, as far 
as they relate to the compounding of prescriptions—suppose a situa- 
tion which is a frequent occurrence Where a doctor is called to a 
house where the mother is alone with a sick child. The doctor’s 
prescription for whatever type of drug, and no matter how urgent, 
must be in writing before the druggist may fill or refill it. In other 
words a druggist, under the present law, may not fill an oral prescrip- 
tion phoned in by the physician for immediate delivery—leaving the 
sick in need—to wait until the mother can get someone to go with 
the written prescription to the drug store. 

Without enumerating more of analogous situations which experi- 
ence has proven to result in a great hardship to the sick, plus added 
costs and inconvenience and probable prolonged affliction, suffice it to 
be said that no one to my knowledge has, or I believe will, object to 
that part of H. R. 3298 which provides that an oral prescription or a 
refill thereof may be had—and if the prescription calls for a drug 
which is restricted to sale upon prescription only as is provided in the 
bill, such sale must be authorized by a licensed practitioner, and if the 
prescription, or its refill, is given orally, the pharmacist must reduce 
it to writing and file it, as is provided by practically every State law. 

In other words, in this respect H. R. 3298 will permit a doctor to 
prescribe and the druggist to dispense any drug, except a narcotic, 
whether the prescription is in writing or is phoned in to the druggist 
by the doctor. If the drug is a restricted drug, a prescription therefor 
may be refilled only upon the physician’s written or oral authority. 
If the authority is oral, the druggist must reduce the authority to 
writing, and preserve it as is provided by State law. 
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I repeat that so far no one has nor could conscientiously object to 
the practical need for so modifying the present provision of the act as 
would permit the medical and pharmaceutical professions to more 
effectively and more economically serve the sick. 

The controversial part of H. R. 3298 seems to lie in that part thereof 
which provides for a listing of drugs under three categories therein 
named. A list of drugs when so chosen may not be dispensed 
promiscuously without the authorization of a licensed practitioner 
in the manner provided. 

The three categories of drugs provided by the bill are to be: 

(1) Those which are habit-forming and are already subject to regu- 
lations as listed in section 502 (d); 

(2) Those drugs which have been found by the Administrator, after 
investigation and opportunity for public hearing, to be unsafe or in- 
effective for use without professional diagnosis or supervision of a 
practitioner licensed by law; and 

(3) New drugs under section 505 of the act, in an effective applica- 
tion therefor, are limited in their use to the professional supervision 
of a practitioner licensed by law. 

I believe that none of the opponents to the bill will or conscientiously 
can maintain that the drugs covered by categories (1) and (3), already 
listed and provided for in the present act, ought not, in the face of 
experience, be controlled and limited to sale, upon a physician’s pre- 
scription in the manner provided by H. R. 3298. 

While the opponents to the bill object to any type of a list of re- 
stricted drugs other than those which they themselves restrict 
promiscuously and inconsistently under the present prescription legend 
label regulation, their chief objection seems to be directed to the listing 
of drugs under category (2), namely, those drugs which the Adminis- 
trator after investigation and a public hearing has declared to be unsafe 
and ineffective when used without medical supervision. 

Gentlemen, you may now justifiably ask, why and who opposes the 
enactment of H. R. 3298. The opponents are the manufacturers of 
drugs, and for this reason. Under the present act by a regulation 
under section 502 (f) it is provided that a shipment or other delivery 
of a drug or device in interstate commerce by a manufacturer or dis- 
tributor of such drug or device shall be exempt from the requirements 
of adequate labeling, such as directions for use or adequate warnings 
against use, if the label bears the so-called prescription legend, which 
in words and figures reads as follows: 

Caution: To be dispensed only by or on the prescription of a physician, dentist, 
or veterinarian, or otherwise used only for manufacturing purposes. 

In effect and in practice here is what this prescription legend 
regulation brought about. Manufacturers large and small, distribut- 
ing any kind of a drug, no matter how simple or how potent, for any 
reason or no reason at all, promiscuséusly labeled their products with 
the prescription legend, thereby relieving themselves from the liability 
of proper and adequate labeling as is required by the act—passing on 
this liability and burden to the retail druggist. By this process of 
uncontrolled and promiscuous use of the prescription legend label, 
many simple drugs were thereby restricted to sale upon a physician’s 
prescription only with the consequent result of increased costs of 
medical care, much confusion among the retail druggists because the 
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same product coming from different manufacturers may or may not 
carry the prescription legend restriction; no one has really known 
when or which drug is or is not a legally and se ientifically restricted 
drug properly limited to the sale upon a physician’s prescription only. 

This varied and confusing practice of labeling not only resulted in 
a growing unfair competition problem among the retail druggists 
but it also brought about an undeserving disrepute upon the phar- 
maceutical profession i in that pharmacists were and could, under the 
law as now interpreted and the confusing labeling practices of the 
manufacturers, be branded criminals if they broke an inconsistent 
and unreasonable restrictive prescription legend label and sold such 
a drug, no matter how simple or how potent, without first complying 
in every respect with the labeling requirements of the act. More- 
over, this uncontrolled, promiscuous and unjustifiable restrictive 
method of labeling confused, inconvenienced, and harassed the public 
as well as impeding the medical and pharmaceutical professions in 
serving them more effectively and more economically. 

So that you may better visualize our problem, permit me to more 
practically illustrate to you our difficulties in this respect by directing 
your attention to but a few actual exhibits of promiscuous, unreason- 
able, and confusing labeling practices, which were made possible 
under the present prescription legend labeling regulation. 

Mr. Chairman, I have some 23 exhibits. I shall not burden you 
with reading all of them, because 20 of them are described in my 
remarks. I shall, however, direct your attention to but a few. I 
direct your attention first to exhibit 1. 

Exhibit 1, consisting of two labels of different manufacturers covers 
the labeling of a sulfur ointment compound. One of the two labels 
contains the prescription lege nd, thereby restricting the sale of the 
product upon a physician’s prescription only. The other label, 
although the product contains a larger percentage of sulfur, does not 
have the prescription legend, thereby permitting its sale over the 
counter without a physieian’s prescription. 

Exhibit 2, consisting of four labels of different manufacturers covers 
the labeling of paregoric. ‘Two labels of the group give directions for 
use, with proper warnings against use and contain no prescription 
legend restriction, permitting the sale of this common household 
remedy, without a physician’s prescription. However, one of the 
four labels in the group covering the same product, while it contains 
directions for use and proper warnings against use is further specifi- 
cally restricted by the prescription legend to sale only by or on the 
prescription of a physician, while the fourth label in this group cover- 
ing the same product restricts its sale to professional and manufac- 
turing use only. 

Exhibit : , consisting of two labels of different manufacturers, covers 
the labeling of sodium solicylate,,a common and frequently used drug 
for various types of pain. One of the labels has the prescription 
legend, while the other has not. A druggist stocking this product of 
one manufacturer, who labels it without the prescription legend, could 
sell it without a physician’s prescription; while another druggist, or 
even the same druggist having the product of the manufacturer, 
which labe le d it with the prescription legend could not sell it without 
a physician’s prescription. 
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Exhibit 4, consisting of four labels of different manufacturers, 
covers the labeling of elixir of iron, quinine, and strychnine, N. F., 
and old and frequently used remedy as a general tonic. Three of 
the labels in the group contain directions for use and certain cautions 
against use, while the fourth label omits the direc ame and cautions, 
but restricts its sale, by the prescription legend, to, by, or on the 
prescription of a physician or veterinarian. 

Exhibit 5, consisting of four labels of different manufacturers covers 
the labeling of elixir terpin hydrate with codeine, N. F., an exempt 
narcotic preparation commonly known and frequently used for the 
relief of a cough. Two labels of the group prescribe directions for 
use and warnings against use, thus permitting the sale of this product 
without a physician’s prescription. One label in the series while it 
furnishes directions and warnings, nevertheless also restricts its sale 
upon a physician’s prescription only. The fourth label in the group 
limits the sale of this product “to professional and manufacturing 
use only.”’ 

Exhibits 6 and 7, consisting of four labels of different manufac- 
turers, covers the labeling of elixir of three bromides, N. F., a com- 
pound frequently used as a sedative. Two labels in the group 
provide directions for use and warnings against use permitting the 
sale of this product without a prescription. The other two labels 
contain the prescription legend, thereby limiting the same product 
to sale upon a prescription only. 

Exhibit 8, consisting of three labels of different manufacturers covers 
the labeling of tincture of belladonna, U. S. P., frequently used by 
sufferers of colitis. Two labels in the group, although providing direc- 
tions and warnings, also contain the prescription-legend restriction, 
while the third label, with directions and warnings, limits the distri- 
bution of this product for professional and manufacturing use only 

Exhibit 9, consisting of two labels of different manufacturers covers 
the labeling of sulfadiazine tablets, both the same strength, a drug 
generally considered as dangerous when used promiscuously without 
the professional diagnosis or supervision of a practitioner licensed by 
law, yet one label properly restricts its sale by or upon the prescription 
of a physician, while the other label does not. 

Exhibit 10, consisting of three labels of different manufacturers, 
covers the labeling of elixir phenobarbitol U.S. P., a compound cen- 
erally regarded, and by section 502 (d) of the act specifically listed, 
as a habit-forming product. Two of the labels in the group provide 
the caution contained in the act, and properly further provide the 
legend restriction, while the third label restricts the sale of this product 
to professional and manufacturing use , 

Exhibit 11, consisting of two labels of different manufacturers, 
covers the labeling of lead and opium ws “- H. F., a preparation fre- 
quently used externally as an astringent. One label has directions for 
use and warnings against use; the other label likewise has some direc- 
tions for use, but it limits its sale, by the prescription legend, to a 
physician’s prescription. 

Exhibit 12, consisting of three labels of different manufacturers, 
covers the labeling of a preparation commonly known as cocillana com- 
pound, frequently used for a cough. Two labels in the group give direc- 
tions for use, but restrict the sale by the prescription legend. The 
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third label furnishes directions and warnings without thé prescription 
legend. 

Exhibit 13, consisting of two labels of different manufacturers, 
covers the labeling of different products; the formula of each contains 
a drug specifically listed i in section 502 (d). Both labels contain direc- 
tions for use, the required warnings, yet both labels also contain the 
prescription-legend restriction. 

Exhibit 14, consisting of two labels of different manufacturers, 
covers the labeling of digitoxin tablets, both the same strength. One 
label contains the prescription-legend restriction, while the other gives 
directions and warnings, permitting it to be sold without a physician’s 
prescription. 

Exhibits 15, 16, and 17, consisting of three labels of different manu- 
facturers covers the labeling of so-called male hormone tablets, the 
chief ingredient of which is methyl-testosterone. The labels of these 
products give directions for use and are said to be sold exclusively by 
mail; yet the sale of the same drug in drug stores is properly restricted 
by the prescription legend to sales upon a physician’s prescription only. 

Exhibit 18, consists of a label which covers the labeling of calcium 
carbonate U.S. P. commonly known as chalk, yet it contains the pre- 
scription legend as well as the further restriction that it be used also 
only for manufacturing purposes. 

Exhibit 19, consisting of seven labels of different manufacturers 
covers the labeling of various products showing particularly the 
indiscriminate and confusing use of the prescription-legend restriction. 
One label in the group limits the sale of soda-mint tablets, a commonly 
known antiacid consisting of baking soda and oil of peppermint, to 
the directions of a physician. 

Exhibit 20, consisting of four labels of different manufacturers, 
covers the labeling of zine oxide, charcoal, magnesium oxide, and 
elixir peptenzyme. Each of the labels has the prescription-legend 
restriction, which unnecessarily and without reason limits the sale of 
these simple and commonly known drugs upon the prescription of a 
physician only. The label which covers the product of elixir 
peptenzyme is of particular interest. The product is described to be 
a delightfully aromatized preparation, valuable for disguising the 
taste of unpleasant drugs, yet has the caution, “To be dispensed only 
by or on the prescription of a physician. 

I want to direct your attention to exhibit 21, which is not described 
here, but of which I have a photostatic copy and will ask leave to 
introduce in the record for the committee’s attention. 

Exhibit 21 covers three labels. It covers the label of acid acetyl- 
salicylic, U. S. P., which is commonly known as aspirin; another 
label reads alumen and potassium sulfate, which is ordinary alum 
powder; and another label calls for calomine powder. Each of these 
labels has the prescription legend. 

In other words, if this were the only aspirin I had in the drugstore 
and you came in to refill a prescription I filled once before, [ “could 
not do it unless I had another prescription from a physician. 

Yesterday I heard one of the members of this committee talk about 
strychnine. I went out and bought two packages. On one package, 
the label reads strychnine sulfate, one-sixticth of a grain. The other 
reads the same, strychnine sulfate, one-sixtieth of a grain. One has 
the prescription legend—this one in particular. This one I have here 
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does not have the prescription legend. The reason for that I do not 
know. 

While I was purchasing these items I also purchase a couple more. 
I have here before me two products known as calcium pantothenate; 
both are the same size; one has 10 milligrams and one has 9 milligrams. 
The one that has 9 milligrams has a prescription legend label; the other 
does not have a prescription legend label. 

I also was able to procure a histamine compound, one that you 
could come into the drugstore and buy over the counter. It is the 
same size and strength as this one [indicating] here. This is named 
Icemine C Histamine. This one [indicating] has a prescription-legend 
label. This I could not seil you without a prescription, yet this one 
findicating}] you can purchase without a prescription. 

I believe enough has been shown to clearly demonstrate the need 
for a clarification and a standardization by law, through an authorized 
and constituted body, of both the types of drugs, which ought to be 
restricted, to sale upon prescription only and the wording of the 
prescription-legend label. 

In this respect H. R. 3298 specifically provides, (1) the three types 
of drugs which may be restricted to sale upon a physician’s prescrip- 
tion only; (2) by whom it may be restricted and in what manner 
and (3) the simple and clearly stated phrase to be contained on the 
label, namely, ‘Caution: Federal law prohibits sale or dispensing 
without a prescription.” 

The restriction of the sale of drugs to a doctor’s prescription only, 
as is provided for in the bill, will promote uniform labeling, authentic 
and understandable compliance, and permit the medical and pharma- 
ceutical professions to serve the public more conveniently, more 
effectively, and more economically. 

H. R. 3298, in order to further protect the public as well as all seg- 
ments of the drug industry, to avoid probable abuses of improper and 
arbitrary selection or deletion of drugs which may be restricted to the 
prescription legend, specifically provides for an appeal from the 
Administrator’s ruling, which proposes the addition or deletion of 
drugs from such a list. It goes even further and provides that such 
an appeal shall be without presumptions in favor of either party to 
the appeal. Free and without the limited provision of the present 
act, the findings of the Administrator as to the facts, if supported by 
substantial evidence, in case of an appeal to the circuit court of appeals, 
shall be conclusive. 

I might add at this particular moment that this provision was 
inserted by Congressman Durham after discussion and after a meet- 
ing, because the opponents of the bill thought they were unduly 
jeopardize ad, their interests were not properly covered. After a hear- 
ing before the Administrator they claimed they had to go on appeal 
before the circuit court of appeals with the so-called three strikes 
against them. The Congress thought this might remove at least one 
strike. 

H. R. 3298 to still further protect the public welfare also provides 
that none of the provisions of this bill shall apply to the rules and 
regulations already promulgated by the Narcotic Bureau, touching 
the sale or distribution of narcotic drugs. 

The opponents of the bill will probably stress that some of the pro- 
visions thereof are inadequate and/or illegal. They may even allege 
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that H. R. 3298 will lead to socialized medicine or that the measure 
seeks to regulate the practice of medicine and pharmacy. However, 
neither assertion will find support in fact, nor stand when exposed to 
realities of existing conditions, and an unbiased examination of the 
present provisions of the Food and Drug Act, as well as the pro- 
visions of this bill. 

It is significant, too, that the proponents of this bill, the phar- 
macists of the country, do not, for themselves, seek any special 
privileges nor any exemptions. In fact, from present day experience 
and the present provisions of the food and drug law the proponents 
are even content to forego their long-established professional right to 
dispense drugs without other restrictions than are limited by their 
professional knowledge and ethics. All they ask, as is simply pro- 
vided in the bill before you for consideration, is that the present 
provisions of the act with regard to the labeling requirements be 
modified so as to promote uniformity of labeling, to afford proper 
compliance, to provide an authorized means of standardizing the 
present promiscuous and inconsistent labeling restrictions engaged im 
by numerous and varied persons or groups, and generally to enable 
them to better serve the public. 

Gentlemen, H. R. 3298 has been conceived out of experience from 
the impact and actual problems encountered by the pharmacists of 
the country in serving the public. The bill was introduced in the 
House by Congressman Durham, and in the Senate by Senator 
Humphrey, both of whom are pharmacists. After study and in- 
vestigation they have recognized the problems and the public interest 
involved, and now sponsor this measure. The National Association 
of Retail Druggists, which represents the Nation’s retail drug-store 
owners exclusively, urges favorable consideration and passage of this 
bill. 

Thank you. 

Mr. Chairman, I might ask to introduce the photostatic copies 
of the various labels, as well as the items which I have picked up 
last night. I will leave them with the clerk. 

The CuHarrMan. Very well. 

(The documents and items above referred to were filed with the 
committee. ) 

Mr. O’Hara. Mr. Chairman? 

The CHarrMan. Mr. O'Hara. 

Mr. O’Hara. Mr. Waller, vou are, as I understand it from your 
statement, the general counsel of the National Association of Retail 
Druggists? 

Mr. Water. That is right, sir. 

Mr. O’Hara. Is your association the sole author of this bill? 

Mr. Wauuer. I would say “No.” 

Mr. O’Hara. Who else is involved? 

Mr. Watuer. Well, Mr. Warnack, who appeared heretofore, is one 
of them. Mr. Crawford of the Food, Drug, and Cosmetics Adminis- 
tration. Congressman Durham. Several local attorneys for various 
associations. 

This has been going on for 3 years, Mr. O’Hara, and we have ex- 
changed information and we have exchanged experiences. This is 
the third of the bills introduced to correct this problem. 
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The original bill was introduced by Congressman Durham some 
3 years ago. 

Mr. O’Hara. That was following Dr. Dunbar’s announcement on 
refills? 

Mr. Watuer. Correct, sir. 

Mr. O’Hara. That precipitated this legislation, did it not? 

Mr. Water. Correct, sir. 

Mr. O’Hara. I believe it has been customary for a number of vears 
that as to narcotics and strong and dangerous drugs there have been 
restrictions either by the physician so indicating on the prescription, 
or else, if in his hurry the physician omitted the restriction and the 
patient came back for a refill the druggist quite probably would either 
call the doctor himself or advise the patient that he should check with 
the doctor. Is that not practically the situation? 

Mr. Water. That is a fact, Mr. O’Hara. 

Mr. O'Hara. This bill, of course, involves directly and perhaps 
indirectly more than just the pharmacists, does it not? It would 
affect all the manufacturers of drugs, since there are suggestions in 
the bill that would cause some change to be made at least by some or 
all of them in the matter of labeling of their products, which were 
sold to the public either generally or to the drug stores specifically; is 
that not true? 

Mr. Water. Correct, sir. 

Mr. O’Hara. I am more or less gaining my experience in the drug 
store business from what I learn here, and from what I know by my 
own experience. Is it or is it not true that you have in the drug 
manufacturing business those who package a drug which is limited 
largely to prescription use? That is, it is packaged not for general 
sale over the counter, but is packaged for the professional use of the 
drug profession or for sale to the pharmacists at the retail level, usually 
used on a prescription basis from the doctor. 

Mr. Watuer. Not necessarily, Mr. O'Hara. The drugs that are 
sold in that manner are bought by the retail druggist for the express 
purpose of reselling them, on a prescription, maybe; or some manu- 
facture items from that particular drug; or some sell it as is. 

Mr. O’Hara. I gathered the impression, or at least to some degree 
I was given the impression from the testimony of this morning that 
there were possibly some drug manufacturers who did not label or 
manufacture that drug for general sale to the public, but did manu- 
facture it more or less for sale to the druggists for prescription use. 
That is the point I am making. 

On the contraside there are those drug manufacturers who manu- 
facture for sale to the public over the counter without a prescription. 
Then you have the intermingling. Is that a fair statement or not? 

Mr. Watter. I would say it is to some extent. It is only so 
because this morning, you were shown an exhibit of calcium carbonate, 
which is chalk. The larger package is limited to sale on a prescription 
only by the prescription legend, label. The smaller package, with 
directions for use, may be sold over-the-counter without a prescrip- 
tion. Assuming you came in and asked for 4 ounces of this product 
and I only had it in the larger package, I could not legally break the 
prescription legend, yet if I had the other I could have sold it to you. 
You see the inconsistency. Such situations impede the druggist to 
serve the public. 











70 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


If I bought calcium carbonate of another make, I would be re- 
stricted or not restricted, depending upon what the wholesaler sent me. 

Mr. O’Hara. Why is it that neither of them are in violation of the 
law? I gathered that from what you said and from what Mr. War- 
nack said. I do not recall either from your testimony or from his 
that while the labels might be called confusing either was in violation 
of the law. 

Mr. Watuer. Correct. Mr. O’Hara, that is because the law 
requires you to label a product in interstate commerce with proper 
labeling, proper directions, adequate warnings against use. That is 
the requirement of the law. But it also gives you the right that if 
that drug is not to be used by the public, because it is habit forming, 
because it is dangerous for lay use, that you may by this prescription 
legend restrict it to that use. 

But what have the manufacturers done? They have used it pro- 
miscuously and restricted chalk, restricted aspirin by that label, 
making it impossible to have uniformity and to have a possibility of 
knowing that calcium carbonate requires no prescription, whether it 
comes in a pound, in ap ounce, or in a 4-ounce can. That is our com- 
plaint. That is our problem. 

Mr. O’Hara. That puts the responsibility upon the retail druggist, 
to make that decision? 

Mr. Water. That is right. 

Mr. O’Hara. Let me pursue another item. 

I am speaking generally. Under this provision of the bill and 
under the authority that will be given to the Administrator to de- 
termine which drugs could or could not be used for over-the-counter 
sales—in other words, without a physician’s prescription—let us 
assume for the purpose of argument that he should so designate 
Anacin or aspirin. There are a number of manufacturers of those 
items. 

Mr. Water. Surely. 

Mr. O’Hara. Do you not think that the manufacturer of those items 
would be seriously affected, in that if one wanted a dose of aspirin 
he would have to go to a doctor’s office and get a prese ription and go 
back again and get a refill, for a simple thing like an aspirin? Do you 
not think that that manufacturer would be seriously affected by that 
power given to the Administrator? 

Mr. Watuer. Certainly. That manufacturer and everyone that 
uses aspirin would be seriously affected. But it is for that reason, 
Mr. O’Hara, that the provision which deals with that particular phase 
of it says he can only declare that particular item dangerous for use 
without the diagnosis of a physician after he has investigated its use, 
after he has had a public hearing, and then after that, if be is still 
stubborn, you can still take an appeal and go to the circuit court of 
appeals, the modern democratic method of procedure, to challenge his 
particular conclusion. 

Mr. O’Hara. I noticed when you referred to subsection 2 on page 2 
of the limitation that you used the words “unsafe and ineffective.” 

Mr. Water. Correct, sir. 

Mr. O’Hara. I notice that the language of the bill says “‘unsafe or 
ineffective.” 

Mr. Water. I may have used the wrong word. 
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Mr. O’Hara. There is quite a difference between “and” and “or.” 
It would have to be both unsafe and ineffective, if you used “‘and’’ 
and if you used “or” it might be unsafe or it might be ineffective. 

Mr. Water. Mr. O’Hara, if a drug is unsafe it is already ineffec- 
tive, unless used under the supervision of a physician. That you will 
grant without further discussion. 

Mr. O’Hara. I do not know. I could imagine there could be some 
long arguments on that. 

Mr. Wa ter. As to “unsafe’’? 

Mr. O’Hara. “Unsafe or ineffective.” 

Mr. Water. I said if a drug is unsafe I believe you will grant the 
matter without further argument that such a drug should not be 
permitted to be used promiscuously without a physician’s supervision. 
Then the next question is the word ‘‘ineffective.’”’” The word ‘“‘in- 
effective’’ applies to such drugs which, although they may be safe— 
they are not toxic—yet when used promiscuously like by a lay person 
they become ineffective, and therefore are not safe, and are dangerous. 

Mr. O'Hara. I certainly am no expert on this subject. I suppose 
it would be true that there are many drugs which would be unsafe if 
used in more than a normal quantity for the human system that are 
very safe is used properly. There are many drugs that are effective 
if used at certain periods and in certain doses that would be ineffective 
if used in lesser doses or extreme doses. 

Mr. Wauuer. Correct. I grant that, Mr. O’Hara; very much so. 
You are correct in every respect. It depends upon the use of the drug. 

Mr. O’Hara. I had one or two other things, but I presume we will 
have to go. 

Mr. BecxwortnH. May I ask a question? 

Mr. O'Hara. Go ahead. 

Mr. Beckwortn. Do many druggists follow the practice that if 
they have two different products from two different manufacturers 
that are in fact of the same composition, and one requires the prescrip- 
tion and they do not have it, that many druggists more or less wink 
at the law? Is that your opinion? 

Mr. Watuer. That is right, sir. 

Mr. Becxworrn. They do do that? 

Mr. Water. They do do that. 

Mr. Beckworrtnu. That is one thing that worries you? 

Mr. Water. That is right. That is what worries us now. 

Mr. Beckwortrnu. Would it be your opinion that druggists would 
sell a lot more drugs if this kind of law is passed, or not? In other 
words, does the prescription necessity have the effect of thwarting the 
sale of some drugs? 

Mr. Water. I would say “Yes,” definitely so. 

Mr. Becxworrn. Is that true? 

Mr. Water. Definitely so, because it restricts them to a very 
high-priced sale, which would normally be sold over the counter as a 
matter of course, and which has been sold ever since I can remember 

Mr. Becxworrtn. Is there any segment of druggists or pharmacists 
who generally oppose this legislation? 

Mr. Water. I would say “No.” It is for their benefit. I cannot 
see why they would oppose it. 

Mr. Breckwortu. What is the real motivating reason of the 
druggists buying any appreciable stock of a given drug that requires 
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a pre&cription, when he could buy all the type that he wants that does 
not require it? 

Mr. Watuer. We do not know which is which and when. 

Mr. Becxworrtn. You do not? 

Mr. Water. We do not know which is which. As I said, I may 
want calcium carbonate. 

Mr. Becxworrn. Could you not find out by asking? 

Mr. Water. I buy from the wholesale house. He would have to 
go and check the label, when I gave him the order in the morning. 

Mr. Beckworrn. Surely the salesman who waits on you could 
tell you. 

Mr. Water. He could not, because he has 40,000 items on the 
shelf. The label may change tomorrow. 

Mr. Beckworrn. Do they change them from day to day? 

Mr. Watier. They may. Since 1944 they have changed some 
labels. 

Mr. Beckwortn. What is the big advantage of a given manu- 
facturing company labeling a drug in such a manner that it requires 
a prescription, when he perhaps would not have to do that? 

Mr. Watter. Well, sir, I could give you some of my own opinions. 

Mr. Beckwortn. Give me one. 

Mr. Watter. One of them is that they want to shirk responsibility 
of complving with label requirements of the act. One other that has 
been told to me is that certain manufacturers limit their sales to 
so-called ethical avenues, and in that manner they can create a 
general opinion that these drugs are sold only by ethical methods. 
Or they may even sell them to doctors, by doctors dispensing them. 

Mr. Becxworrtn. May I ask you this question: In the case of the 
first exhibit, the sulfur ointment compound—— 

Mr. Water. Yes. 

Mr. Beckwortu. Would you say that half of that which is sold 
annually is sold on the basis that requires a prescription, or what 
kind of a division would you make? 

* Mr. Water. I would say that the one that requires no prescription 
is sold more often, because it is manufactured by a very reliable com- 
pany, and a company which caters to the druggists probably more. 

Mr. Becxworrn. Then this company that does that is not afraid 
to assume the responsibility? 

Mr. Wauuer. That is right. 

Mr. Becxwortn. What kind of company generally is it that is 
afraid to assume the responsibility? Is it what might be termed the 
new manufacturer or the small manufacturer? 

Mr. WatteEr. It may be just the opposite. It may be a big one. 

Mr. Becxworrtn. The thing I have not been able to understand 
is that there is bound to be some reason, economic or otherwise, 
why there is this great diversity you have enumerated by the exhibits. 
I hope somebody will try to make that clear. 

Mr. Watter. I can make it clear only in this manner: The only 
reason that my experience has been able to bring an answer to this 
question is primarily that there is a certain definite liability both 
civilly as well as criminally in an improper labeling, and they just 
do not want to take a chance. That is the greatest reason for the 
whole story. 
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Mr. O’Hara. Mr. Chairman, I just have a couple of short state- 
ments. 

Mr. Waller, of course, I think all this group has a very warm 
affectionate feeling for the retail druggists of America, because they 
are the people whom we think of as we deal with them back home, 
when we are ill and when our families are ill. I do not know of 
anyone who is in any way opposed to the thing which you request 
on the refill of prescriptions. I think it is only sensible, sane, and 
should always have been in existence, in my opinion, except as to 
those exceptions which are very reasonable and appropriate. 

But the trouble is that in some of the provisions of the bill there 
is some difficulty, just as Mr. Beckworth has expressed, of under- 
standing some of the differences which we have not heard as yet, 
probably, and some of the different viewpoints. I do say to you 
frankly that naturally we are all concerned over the safety of the 
public. 

Mr. Wa.uER. Surely. 

Mr. O’Hara. We want proper food and drug laws and vigorous 
enforcement of the Food, Drug and Cosmetic Act, for anything 
within the realm of reason. 

I just wanted you to know that, so that there would be no mis- 
conception of my viewpoint on this matter. 

Thank you, Mr. Chairman. 

The CHarrMAN. We will have to adjourn to answer the roll call 
of the House. 

We shall meet tomorrow morning at 10 o’clock. 

(Thereupon, at 3:06 p. m., Wednesday, May 2, 1951, an adjourn- 
ment was taken until 10 a. m., Thursday, May 3, 1951.) 
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House or REPRESENTATIVES, 
INTERSTATE AND FoREIGN COMMERCE, 
Washington, D. C. 

The committee met, pursuant to adjournment, at 10 a. m., in room 
1334, New House Office Building, Hon. Robert Crosser (chairman) 
presiding. 

The CHarrRMAN. The committee will be in order. Mr. Dunn will 
be the first witness. 


STATEMENT OF CHARLES WESLEY DUNN, NEW YORK 20, N. Y., 
REPRESENTING AMERICAN PHARMACEUTICAL MANUFAC- 
TURERS’ ASSOCIATION 


Mr. Dunn. Mr. Chairman and gentlemen of the committee: 
I am a member of the New York bar, with offices at 608 Fifth Avenue 
in New York City. I testify as general counsel of the American 
Pharmaceutical Manufacturers’ Association at 500 Fifth Avenue in 
that city. It is one of the two national associations of manufacturers 
of drugs used by the medical profession, and it has over 200 members, 
throughout the country and in Canada. 

This hearing deals with a proposed amendment of the Federal Food, 
Drug, and Cosmetic Act (hereinafter called the FDC Act), known as 
the national food and drug law, which is administered by the Federal 
Security Administrator (hereinafter called the Administrator) through 
the Food and Drug Administration (hereinafter called the FDA). 
My qualifications to discuss the law of this act may be summarized, 
as follows: 1 have specialized in the food and drug law for nearly 
40 years—I think more than anyone else in the profession—Il have 
published numerous books on it; and I testified at all the legislative 
hearings on the FDC Act and the major amendments of it. 

During that period | have been general counsel for the national 
associations of both food and pharmaceutical manufacturers and also 
general or special counsel for many of them individually. 

I now hold the following offices: Chairman of the food, drug, and 
cosmetic law divisions of both the American and New York State Bar 
Associations; chairman of the editorial advisory board of the Food, 
Drug, and Cosmetic Law Journal; president of the Food Law Institute, 
a public organization to develop food and drug law instruction at 
university law schools and to publish research studies of this law; and 
professor of law at New York University in charge of its national 
center of post-graduate instruction in the food and drug law. 

H. R. 3298, by Mr. Durham (S. 1186 (by Mr. Humphrey) is an 
identical bill) is sponsored by the National Association of Retail 
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Druggists. It amends the special prescription drug law in section 
503 (b) of the FDC Act, in a way that significantly affects both retail 
druggists and drug manufacturers. We approve the purpose of this 
bill, because that law should be amended to strengthen its protection 
of public health; and we also approve the amendment thus proposed, 
subject to the technical correction and substantial revision hereinafter 
stated. 

But that special prescription-drug law of section 503 (b) supple- 
ments the basic prescription-drug law of the FDC Act, established 
by the regulations under section 502 (f) (1); and it is also indirectly 
supplemented by the new drug law of section 505. We must first 
review this basic prescription-drug law, because it has a decisive rela- 
tion to the proposed amendment of section 503 (b); and this review 
can be quickly made. 

Section 502 (f) (1) requires the labeling of a drug to bear adequate 

directions for its use, except where this requirement is not necessary 
for the protection of public health as to particular drugs and the 
Administrator exempts them by regulations. They exempt a pre- 
scription drug, as thus defined and subject to certain marketing 
conditions. Such a drug is here defined to be one which 
because of its toxicity or other potentiality for harmful effect or the method of 
its use or the collateral measures necessary to its use, is not generally recognized 
among experts qualified by scientific training and expericence to evaluate its 
safety or efficacy, as safe and efficacious for use except by or under the super- 
vision of a physician, dentist, or veterinarian. 
This is the existing definition of a prescription drug which has long 
been in the act. This is an — and a imental definition; 
and to a layman it may appear involved and complex. But it is 
actually an appropriate ¢ and = definition; and its practical mean- 
ing is clear. For such a drug is thereby defined in effect to mean 
one which should be used only under medical control, where this is 
scientifically indicated from the standpoint of both its safety and 
efficacy—and “efficacy” of course means the therapeutic value of a 
drug. 

Lakewise the conditions then named for the marketing of a prescrip- 
drug are appropriate and sound, per se. ‘They are in major part and 
substance: 

(1) The manufacturer must plainly label such drug with this notice, 
“Caution: ‘To be dispensed only by or on the prescription of a physi- 
cian’”’ (alternatively dentist or veterinarian) ; 

(2) He must sell it to be dispensed only by or on the prescription 
of a physician, and so forth, in his professional practice; 

(3) It must be so dispensed; and 

(4) Where it is dispensed on a prescription, its labeling must bear 
the directions for use so specified. 

This basic prescription-drug law is manifestly designed to provide 
that a dangerous drug shall be dispensed only on a prescription basis, 
for the protection of public health; and the importance of this pro- 
vision cannot be ove remphasize d. 

The term “dispensed” is not defined, but it practically refers to a 
retail sale by a druggist under the supervision of a registered pharma- 
cist, as provided by the State pharmacy law. The FDC Act reaches 
te retail sale of any drug originating in interstate commerce, not- 
withstanding the sale itself is in intrastate commerce. 
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The Miller amendment of that act, with which you are familiar, 
gives it this reach and the Supreme Court sustained it in the Sullivan 
case (332 U. S. 689). In doing so our highest court said in effect 
that since this act was enacted to safeguard the consuming public it 
follows a drug from its entry into interstate commerce down through 
its final retail sale to the consumer; and it may constitutionally have 
this broad jurisdiction, to protect that commerce. 

While the FDC Act specially regulates a prescription drug by the 
foregoing basic law, it is of course subject to all other provisions of 
that act against the adulteration and misbranding of any drug. And 
that statement introduces the supplemental prescription-drug law of 
section 503 (b), which H. R. 3298 amends. For this law then exempts 
the dispensing of such a drug from certain label requirements in section 
502 (dealing with drug misbranding), provided named conditions 
are met. 

As to this exemption, we need only to say now that it is an appro- 
priate and sound one, per se; but the conditions of it should be noted 
here. They are in substance: 

(1) The drug must not be dispensed pursuant to a mail diagnosis; 

(2) It must bear a label containing the name and business address 
of the dispenser, the serial number and date of the prescription, and 
the name of the prescriber; 

The prescription therefor must be written and signed by a 
physician, dentist or veterinarian licensed by law to administer such 
drug; and 

(4) If it is a prescription for a habit-forming drug regulated by 
section 502 (d), it cannot be refilled if this is forbidden by the pre- 
scription or prohibited by law. 

It should be stressed that this is the only reference in the >. 
tion-drug law of the FDC Act as it is now written to the refilling of a 
prescription, and consequently that law fails otherwise to enjoin an 
unauthorized refilling of a prescription for a dangerous drug. This 
failure is a serious defect in such law; and H. R. 3298 is principally 
directed to correct it. 

That bill amends section 503 (b) in numerous important respects 
and it does so both to liberalize and strengthen its prescription-drug 
law. Before considering the regulatory provisions of this amended 
section, we should make the following comments on its general form. 
The first comment is that this amended section provides that the act 
of dispensing a drug contrary to it shall be deemed to be one which 
results in the drug’s being misbranded while held for sale. This is an 
appropriate and sound enforcement amendment, which keys into 
sections 301 (k) and 304 (a) dealing with criminal and seizure pro- 
ceedings uader the FDC Act. 

The second comment is that this amended section substitutes the 
broader term “practitioner licensed by law to administer such drug” 
for the narrower term “physician, dentist, or veterinarian licensed by 
law to administer such drug.” 

The substitute term is the better one, because, for example, it also 
includes a chiropractor to the extent he is likewise authorized by law 
to administer a drug. Butssince that term is new to the FDC Act 
and in the nature of a general statement, it should be precisely defined 
in section 201 which 1s the definition section of the act. In which 
event this term could be shortened in amended section 503 (b) to read 


84416—51 6 











78 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


“licensed practitioner.”” The third comment is that this amended 
section uses the terms “dispenser” and “pharmacist” interchangeably. 
Whereas a uniform term should be used here; and the correct one is 
“dispenser,’’ which is now used in the prescription-drug law of the 
FDC Act. 

For it is the generic term in a law regulating dispensing; and 
“pharmacist” is an inappropriate term in a law regulating commercial 
retail druggists. 

The fourth comment is that this amended section likewise uses the 
terms “oral prescription” and “‘oral order’”’ interchangeably. Whereas 
a uniform term should also be used here; and the former term is the 
indicated and correct one. 

We now come to the regulatory amendments of the prescription- 
drug law in section 503 (b), proposed by H. R. 3298, before us. They 
consist of two liberalizing and two omamthening amendments. 

The first liberalizing amendment is to make this law recognize an 
oral in addition to a written prescription; but it is provided, as has 
been pointed out, that an oral prescription must then be reduced to 
writing and filed by the dispenser. This is an appropriate and sound 
amendment, because it is practically required. 

The second liberalizing amendment is to exempt a prescription 
drug from all the drug label, labeling and packaging requirements in 
section 502 of the FDC Act, subject to certain exceptions and market- 
ing conditions. As to this broader exemption from such labeling 
and packaging requirements, we need only say now that it is an appro- 
priate and sound one, except that a prescription drug is not thus, as 
it should be, left under the prohibition of a misleading container in 
the act; and this is a substantial defect. 

With respect to the marketing conditions, they repeat those now in 
section 503 (b) with two exceptions; and they add three new conditions. 
The conditions omitted are the ones requiring a prescription to be 
signed and prohibiting the refilling of a prescription for a habrt-forming 
drug; and their omission is a substantial defect, to this extent. 

Amended section 503 (b) should require of course the signature of 
a written prescription; and it should not permit the refilling of any 
prescription, where this is forbidden by it or prohibited by law. 

On the other hand, the conditions added are appropriate and 
sound. They are in substance these: 

(1) a drug must not be prescribed under any circumstances, without 
an examination of the patient; 

(2) the label of a prescription drug must also contain the name of 
the patient, if it is given in the prescription; and 

(3) such label must further contain any directions for use and 
cautionary statements in the prescription. 

It is suggested that the latter reference should be broadened to 
read “cautionary or warning statements,” to cover the ground and 
follow the present form of the FDC Act. We note that because it 
adds these new conditions the second amendment of section 503 (b) 
before us, fortifies as well as liberalizes its law. But this amendment 
should be further and substantially improve ‘d by omitting the following 
clause in lines 6 and 7 on page 2 of H. R. 3298, viz: 


in the course of the conduct of a business of dispensing drugs. 


For amended section 503 (b) should unqualifiedly provide that a 
prescription drug is not exempted from the provisions of section 502, 
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if it is dispensed pursuant to diagnosis by mail or otherwise without 
an examination of the patient. The addition of such a qualifying 
clause now in the bill and also in the present Jaw is not necessary and 
materially weakens it. 

The first strengthening amendment of section 503 (b), proposed by 
H. R. 3298, is to make it reach the refilling of a prescription and 
prohibit an unauthorized refilling thereof. This is manifestly an 
appropriate and sound and necessary amendment, because it is essen- 
tial to complete the protective jurisdiction of the prescription-drug 
law in the FDC Act; and its present failure so to regulate the refilling 
of a prescription is the most serious fault in it. 

The second strengthening amendment of section 503 (b), thus pro- 
posed, is a very important one indeed, and goes to the heart of the 
bill before us. For it adds to this section a basic prescription-drug 
law, which replaces that now established by regulations under section 
502 (f) (1) of the FDC Act and previously explained. This substitute 
law fundamentally differs from the existing one; and it transforms 
section 503 (b) from an incidental exemption prescription-drug law 
into a major basic prescription-drug law. That transformation of 
this section is appropriate and sound in principle, for manifest reasons. 
They are: 

(1) The FDC Act ought to include a section which contains a 
special 2 ewer iption-drug Ik aw; 

(2) Section 503 (b) was added to provide this law; 

(3) It should make the basic prescription-drug law of that act; and 

4) This law should not instead be administratively made by regula- 
tions under that act, as a matter of good legislative and public policy. 

The substitute basic prescription-drug law thus added to section 
503 (b) is essentially this: 

First, it is limited to a drug intended for use by man, whereas the 
present basic prescription-drug law also applies to a drug used for the 
treatment of domestic animals. Therefore this substitute law sub- 
stantially changes the existing one, by eliminating from it the require- 
ment than a dangerous animal drug must be used only under the super- 
vision of a veterinarian. This change significantly weakens the FDC 
Act; it violates the policy of that act also to protect the health of do- 
mestic animals; and consequently it presents a serious question of 
public policy. We can see no reason justifying such an emasculating 
amendment of that act. 

Second, this substitute law contains an entirely new and radically 
different definition of a prescription drug, subject to it. That defini- 
tion rightly exempts certain narcotic drugs, which are elsewhere ade- 
quately regulated by Federal statute; and it otherwise divides prescrip- 
tion drugs. into three classes, for the purposes of this law. The first 
class includes habit- forming drugs named in or under section 502 (d) 
of the FDC Act; and the Administrator is authorized to remove any 
such drug from this law, when its prescription control is not necessary 
to protect public health. This is an appropriate and sound classifica- 
tion, provided that authority is duly exercised; and its due exercise is 
practically important. The second class—we have reversed the order 
of the second and third classes, for convenience here—includes new 
drugs regulated by section 505 of that act, whose use is thereby placed 
under the professional supervision of a practitioner licensed by law to 
dispense them, but the Administrator is given the same aforesaid re- 
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moval authority, with respect to any such drug. This second classifi- 
cation is likewise an appropriate and sound classification, if that au- 
thority is duly exercised; and again its due exercise is practically im- 
portant. 

The third class is a broad and administratively made one. For it 
includes all other drugs which the Administrator has found, after in- 
vestigation and opportunity for public hearing and subject to the court 
review then permitted, to be unsafe or ineffective for use without the 
professional diagnosis or supervision of a practitioner licensed by law 
to administer them. 

This classification is the major one and invites serious objection. The 
objection is that it substitutes a broad administrative definition of a 
prescription drug for the present objective one; and that this substitu- 
tion is practically unnecessary and fundamentally unsound, for the 
reasons that I will later explain. 

Furthermore it involves a plan of court review which likewise invites 
objection. One is that it directs the court of appeals to conduct a 
de novo trial in the circumstances, which is basically unsound. We 
will not otherwise review this plan now, because our position is that 
the administrative definition with which it deals should be rejected 
and replaced by the existing one. 

Third, this substitute law regulates a drug subject to it, in the 
following way: such a drug is exempted from the label, labeling and 
packaging requirements of section 502, as earlier provided and herein- 
before explained, only if it is dispensed upon a written prescription of 
a practitioner licensed by law to administer it or upon an oral prescrip- 
tion of such practitioner which is reduced to writing and filed by the 
dispenser, or is dispensed by refilling a prescription if such refilling is 
authorized by the prescriber in the original prescription or by oral 
prescription and such prescription is reduced to writing and filed by 
the dispenser. It is clear on the statement of this regulatory law that 
it is seriously defective, because and to the extent that it does not 
unqualifiedly require a prescription drug to be invariably dispensed 
only on the specified prescription basis. Rather, it instead provides 
that to enjoy the above exemption from section 502, such a drug must 
be dispensed on that basis. 

In short: amended section 503 (b) should be manifestly drawn both 
and absolutely— 

To exempt a prescription drug from section 502 of the FDC 
Act, as provided, and 

(2) To require unqualifiedly that it be dispensed only on such a 
prescription basis, in the case of either a written or an oral prescription 
and where the prescription is either originally filled or subsequently 
refilled. 

Fourth, this substitute law further regulates a drug subject to it 
by providing in effect that the manufacturer must label it with the 
statement, “Caution: Federal law prohibits sale or dispensing without 
prescription.” This is an appropriate, sound, and improved label 
requirement for such a drug, which of course replaces the one in the 
existing prescription-drug law of the FDC Act. 

It remains to consider the objection to the broad administrative 
definition of a prescription drug, proposed by amended section 503 
(b) and hereinbefore stated. This definition is in clause (2) in lines 
12-16 on page 2 of H. R. 3298. It is the basic definition of such a drug 
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in this amended section; and it is substituted for the basic definition 
thereof in the existing prescription-drug law of the FDC Act, estab- 
lished by the regulations under section 502 (f) (1). 

We maintain that the substitution of this new definition is prac- 
tically unnecessary and fundamentally unsound; and that it should 
be replaced by the present one. In that event the aforesaid clause 
(clauses 2 and 3 should be reversed, whereby the basic one is last) 
will read: 
because of its toxicity or other potentiality for harmful effect or the method of its 
use or the collateral measures necessary to its use, is not generally recognized 
among experts qualified by scientific training and experience to evaluate its 
safety and efficacy, as safe and efficacious for use without the professional diag- 
nosis and supervision of a practitioner licensed by law to administer such drug. 
(The last part of this definition is in the approved form of amended 
section 503 (b).) We have seen that a prescription drug is thus 
defined in effect to mean one which should be used only under medical 
control, broadly construed as stated, where this is scientifically 
indicated from the standpoint of both its safety and efficacy. 

This basic definition of a prescription drug is clearly an appropriate 
and sound one; and consequently it is unnecessary to substitute 
another. For the existing definition is a generic and scientific one, 
which is fully protective in the circumstances; it was written by the 
FDA itself; it has been effectively used for many vears; it has not 
been judicially challenged; the FDA has successfully enforced it in 
the past, to prevent the dispensing of dangerous drugs on a non- 
prescription basis; and the FDA can successfully enforce it in the 
future, to do so. We should go on to add that the main argument 
against this existing definition will not stand analysis. It is that such 
definition is written in general terms and therefore has an uncertain 
meaning. 

But the reply is that: 

(1) This definition is written in general terms for the same reason 
that the FDC Act is largely drawn in such terms, and that statement 
applies to the Federal Trade Commission Act, the Sherman Antitrust 
Act, and all laws of the sort, in order to be all-inclusive; 

(2) The FDA adequately knows the meaning of this definition for 
enforcement purposes; 

(3) The drug manufacturers and retail pharmacists should ade- 
quately know its meaning for compliance purposes, as a rule; and 

(4) If and to the extent they have any doubt about this in excep- 
tional borderline cases, it may be clarified by official advice or indus- 
try action. And we must bear in mind that the prescription drugs 
bought by retail druggists carry an identifying label, as a rule. For 
this is required by the current prescription-drug law of the FDC Act, 
and it will be more strongly required by the amended law proposed 
by H. R. 3298. The incidental exceptions to this rule constitute 
either a violation situation, for enforcement correction, or a doubtful 
situation, for appropriate remedy. 

Furthermore the fact is that section 505 of the FDC Act now duly 
regulates all new prescription drugs. 

It is equally clear that the substitute administrative definition of 
a presciption drug, proposed by H. R. 3298, is fundamentally unsound. 
For it authorizes the Administrator of the FDC Act to determine what 
drugs must be dispensed upon a prescription and what drugs may be 
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dispensed without it; and in making this determination he is authorized 
to adjudge the efficacy of drugs, in addition to their safety. The vast 
scope of this authority is indicated by saying that it reaches all drugs, 
except habit-forming drugs under section 502 (d) and new prescrip- 
tion drugs under section 505 as provided in amended section 503 
(b); and the only restraint on its exercise in that made by the provi- 
sions for a public hearing and court review, which can have a limited 
effect. The conclusive question however is not how the exercise of 
this authority should be restrained, but whether it should be granted 
at all; and it manifestly invites three basic objections, at least. 

The first objection to this administrative authority is that it em- 
powers the Government to decide the therapeutic value of drugs, 
in a controlling sense; whereas this decision is and always has been 
and always should be the clinical function of the medical profession 
instead. It is no answer to say that in making this decision the 
Government will consult the medical profession, because it may 
significantly override the opinion of that profession or instead be 
guide 1d by the advice of its employed physicians, who are not engaged 
in active practice and may have a questionable opinion in the cir- 
cumstances, as we have had good reason to learn in the past. It 
is also no answer to say that the danger of a wrong decision is removed 
by a court review of it. For drug. therapy is not an exact science 
generally and the Government could probably manage to prevail 
in such a review, as a rule and because of its favored position therein. 

Moreover the fact that drug therapy is not an exact science is also 
effective to give the Government an important latitude of adminis- 
trative decision, in the first instance. 

It is likewise no answer to say that sections 506 and 507 of the 
FDC Act now authorize the Administrator to decide both the safety 
and efficacy of insulin and certain antibiotic drugs. For they are 
placed under an exceptional batch-certification regulation and such 
decision with respect to them—that is to say the decision as to effi- 
cacy—is strictly limited to an analytical basis, which is a different 
situation. 

The second objection to this administrative authority is that it 
vests in the Government significant bureaucratic control of the drug 
industry and medical profession, which the FDC Act does not con- 
template and is repugnant to its philosophy; and which is inherently 
undesirable. The significance of this control is indicated by saying 
that it is a life-and-death control of nonprescription drugs and a 
dominating control of prescription drugs; that it may be directed or 
slanted to achieve a government concept of medical care; that it is 
an important step toward socialized medicine; and that control will 
be exercised by an executive who is the Government leader for social- 
ized medicine. 

But aside from these serious considerations such a Government 
bureaucratic control of the drug industry and medical profession is 
wholly inconsistent with the philosophy of the Federal Food, Drug, 
and Cosmetic Act, because it is instead designed to regulate the 
marketing of drugs by appropriate and sound objective standards of 
conduct, which must be complied with at the risk of a drastic penalty 
for failure to do so. 

This is the legislative philosophy of a Government dedicated to 
free institutions and therefore we should not depart from it here, as a 
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matter of fundamental public policy. In short: the present objective 
definition of a prescription drug exactly conforms to that philosophy; 
whereas the proposed substitute flagrantly violates it. 

The third objection to this administrative authority is that it is 
certain to increase the cost of medical care to an important extent 
that cannot be measured now. For this authority is bound to be 
progressively exercised; it can only be exercised to convert nonpre- 
scription drugs into more expensive prescribtion ones; and there is a 
wide area for its marginal exercise, which is open for infinite Govern- 
ment exploration. 

I would like to add to my prepared statement three observations 
based upon the testimony of the representatives of the National 
Association of Retail Druggists given yesterday. 

In their testimony they made statements and offered exhibits which 
were designed to establish that pharmaceutical manufacturers are 
using labels on drugs that are erroneous, confusing, and violative of 
the existing provisions of the drug law of the FDC Act, because such 
labels either contain an unwarranted prescription restriction or fail to 
contain an indicated prescription restriction. 

This testimony invites two conclusive replies: the first reply is that 
this label situation is an exception to the general rule to the contrary 
and that is certainly so as to the dangerous drugs which H. R. 3298 
is designed to place on a prescription basis. 

I can say from my own close contact with the pharmaceutical man- 
ufacturers for nearly 40 years, and since long before the FDC Act 
was enacted, that they have been scrupulously careful to label any 
dangerous drug with a prescription restriction where it is indicated; 
and if and to the extent this has not been done, that is a very excep- 
tional situation. 

And, we should keep two facts in mind here: One fact is that all 
new prescription drugs must bear a prescription restricted label under 
section 505 of the FDC Act. 

The other is that there are border-line cases where there is a 
legitimate question, whether such a prescription restricted label should 
be used on the drug. This last situation calls for both industry 
remedial action and official advice by the FDA, and you may rest 
assured that the pharmaceutical industry will respect this advice when 
it is given. 

As to industry remedial action in this exceptional situation, I am 
recommending to my own organization of pharmaceutical manufac- 
turers that the three national associations of drug manufacturers 
institute such action in remedial consultation with the FDA, which 
should be effective in the circumstances. 

The second reply is that in any event the FDA now has full authority 
successfully to enforce the existing prescription-drug law of the FDA 
Act against any misuse of a prescription restricted label on a drug or 
any failure to use such a label where it is actually indicated. 

Now, the second observation is this: we must not permit any 
testimony about this incidental situation to divert our attention from 
the basic purpose and need of the prescription drug amendment of the 
FDC Act proposed by H. R. 3298. The purpose is to write a strong 
basic prescription drug law into the FDC Act itself, as distinguished 
from one made through regulations thereunder, which will effectively 
prevent retail druggists from dispensing dangerous drugs originating 
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in interstate commerce on a nonprescription basis or from refilling 
prescriptions for such drugs without medical authority. 

The seriousness of this situation is indicated by the fact that we 
are here dealing with drugs which, while they are safe and necessary 
when used under medical supervision, are potentially killers when 
they are not used under such supervision, and the need for such law 
is demonstrated by the fact that druggists have incidentally dispensed 
dangerous drugs on a nonprescriptive basis with fatal results. 

This grave fact has been documented by the United States Com- 
missioner of Food and Drugs, Dr. Paul B. Dunbar, and by his 
administrative associates. ‘Therefore, the National Association of 
Retail Druggists is to be commended for sponsoring a remedial bill; 
but I am surprised, very much surprised indeed, to hear one of its 
representatives suggesting to you vesterday that an essential provision 
of it is unnecessary. It'Is a provision requring the written confirma- 
tion of an oral prescription for a dangerous drug. 

This confirmation is manifestly an essential restraint on a crooked 
or erroneous oral prescription which endangers public health, since it 
provides a written confirmation for the record and enforcement 
purposes. 

[ should go on and say here that a registered pharmacist who is 
trained in the science of drugs knows full well what is a dangerous 
drug that should be dispensed only on a prescription basis, and he 
cannot escape his own responsibility to dispense such a drug only on 
such a basis because the manufacturer improperly fails, if he excep- 
tionally does so, to use the prescription restricted label for it. 

Take the case of dangerous barbiturate, a drug for producing sleep, 
which is the one that is the principal cause of the amendment proposed 
by H. R. 3298. The dispensing pharmacist knows full well that it 
should only be dispensed on a prescription basis and, therefore, if 
he dispensed this drug on a nonprescription basis, he certainly is fully 
responsible and the law should be enforced against him for doing so. 

The third observation is that this prescription drug amendment 
of the FDC Act, proposed by H. R. 3298, unnecessarily and unwisely 
contains a provision which makes it have a bad side effect. 

This bad side effect is contained in the administrative definition 
of a drug which has been explained and to which there are the funda- 
mental objections that I have cited. This side effect is that such a 
definition is certain to be used progressively and extensively to con- 
vert old nonprescription drugs into prescription drugs. This will 
practically result in increasing the profit of the retail druggist, and we 
cannot assume that they are unmindful of the beneficial effects of this 
to them. And | direct your attention to the fact that the main 
emphasis that their witnesses have laid upon this bill in discussing it 
before you is upon that very administrative definition of a prescription 
drug. And this will constantly increase the cost of medical care of the 
American people to the extent that drugs are shifted from nonpre- 
scription to a prescription basis. 

Now the FDA is a very efficient administrative agency for which 
I have the fullest admiration and respect; but it has never yet failed 
to make full use of any administrative power vested in it. Therefore, 
if Congress enacts this definition in the amendment before us and thus 
in effect directs the FDA to place drugs on a prescription basis, we 
must expect that it will do so to a very large extent in the long and 
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broad view. And it must be borne in mind that the guiding standard 
of “‘safe and ineffective’—and especially the latter standard of 
‘“‘ineffective’’—has a broad scope of discretionary administrative 
application, depending entirely upon the approach. 

Moreover it must be borne in mind that the vast field of old drugs 
contains a large opportunity for the exercise of this administrative 
discretion by the FDA to convert nonprescriptive drugs into pre- 
scriptive drugs. For it may be said, as it is often said, that most drugs 
should be used only under medical supervision, and that many old 
drugs contain inherently dangerous ingredients. 

J will state in conclusion that while the effect of an administrative 
definition of a prescriptive drug will have the tendency to force drugs 
from a nonpresc riptive to a prescription basis, the present objective 
definition in the act has just the reverse tendency. 

Mr. Wotverron. Mr. Chairman? 

The CHarrMan. Mr. Wolverton. 

Mr. Wotverton. On page 8 of your statement, No. 4, you say, 
“Tf and to the extent they have any doubt about this in exceptional 
border-line cases, it may be clarified by official advice or industry 
action.” 

For the purpose of properly deciding border-line cases, what would 
you think of an advisory group as being helpful; a group probably 
composed of manufacturers, of druggists, physicians, and possibly 
consumer representatives? 

Mr. Dunn. We have that very situation in effect now. The Ameri- 
can Medical Association has a council on pharmacy and medicine 
which deals with the problems of this sort and gives advice as to how 
drugs ought to be labeled and sold. 

Furthermore we have in the pharmaceutical industry right now 
what we call a joint contact committee which is a committee that 
was created years ago between the two organizations of pharmaceu- 
tical manufacturers, to cooperate with the FDA in settling questions 
of this sort; doubtful questions about the application of the law. I 
am sure that Dr. Dunbar will testify to you what he has said repeat- 
edly that this has been one of the most valuable developments in the 
regulatory field of the FDC Act and through this cooperative action 
we can accomplish the very purpose we have in mind. 

Furthermore, it is customary for the FDA to issue constantly 
advisory announcements Right now, within the last 2 or 3 weeks, 
they have issued a statement suggesting that the manufacturers of anti- 
biotic drugs use a certain warning in their labeling. Now, that 
suggestion will be complied with throughout the length and breadth of 
the pharmaceutical industry in the manufacture of those drugs. 

Mr. Wotverton. Do you think it would be advisable or not to have 
a provision in the law creating an advisory group such as had been 
indicated? 

Mr. Dunn. I think it would probably be inadvisable for this reason, 
that the insertion of that provision for an advisory committee signifies 
that the FDA is given the controlling decision in the final analysis, 
whereas my contention is, and this is the basis on which we have 
always operated, that these border-line cases can be very well taken 
care of, both on the basis of advisory notices, by the FDA and/or on 
the basis of cooperative action by the industry and the medical pro- 
fession with the FDA. 
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Mr. Wotverron. I have been very much interested in your state- 
ment. It certainly has been analytical. And, I like the frankness 
with which you express your opinions for or against the bill before us. 
Without indicating my agreement with what you have said, I am 
certainly impressed with the fact that you have definite thoughts with 
respect to this bill, and I think that you have been helpful to the 
committee in having presented your viewpoint as you have. 

Now, I was impressed with the point that you were making with 
respect to the increasing necessity for prescriptions, which would add 
to the cost of the consumer-patient. 

Do I understand from that that it is the general practice—if you 
are not in the position to say, you may so indicate—for druggists to 
require a prescription in order to sell a medicine with certain in- 
gredients which are already a part of—well, I do not know what you 
would call it—but we will call it a proprietary medicine—an over-the- 
counter sale in packages, for instance. 

Now, is it your idea that if that had to be sold on a prescription 
that it would increase the cost to the patient? 

Mr. Dunn. Well, I am not going to undertake to answer a question 
relating to the conduct of the retail drug business, but I do know 
this fact, which is common knowledge. You all know it as well as 
I do. Prescription drugs cost more than over-the-counter drugs. 
There is no doubt about it. 

Mr. Wotvertron. Would it in addition to increasing the prices 
which would have to be paid for the drugs, would it not also involve 
the cost of obtaining the prescription? 

Mr. Dunn. Of course. If I understand what you have said, you 
have got to pay a doctor as well; you have got to pay the doctor’s 
fee and pay for the drugs. 

Mr. Wo.tverton. You have to pay for the prescription. 

Mr. Dunn. You have to pay for the prescription. 

Mr. Wotverton. And to the amount which the patient paid for 
the drugs would be added the amount that he would have to pay his 
physician for the prescription. 

Mr. Dunn. Of course. That is obvious. 

Mr. Wotverton. Well then, it does increase the cost all along the 
line, does it not? 

Mr. Dunn. Exactly. We have got to have prescriptions for the 
sale of dangerous drugs, but I say if you enact this proposed adminis- 
trative definition of a prescription drug, it will be used in this vast 
field of old drugs, where there is a question as to whether or not they 
should be sold on a prescription or a nonprescription basis, with a vast 
increase in the sale of prescription drugs, and the result will be an 
increased medical cost to the American people. 

Mr. Wotverton. Well, I asked that question, if I recollect cor- 
rectly of Mr. Ewing, and he said he did not know whether it would 
increase the cost. 

Mr. Dunn. Well, I will say this that if Mr. Ewing is true to his 
position, advocating socialized medicine, this will be one of the 
finest instruments he ever had to accomplish that purpose—this 
Government definition of prescriptive drugs in his own Agency; under 
his own control. 

Mr. Wotverton. You have already pointed that out in your state- 
ment. If you would care to expand your views on that point in your 
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statement, I am certain that there are several members who would be 
interested in your viewpoint. 

Mr. Dunn. If that is requested of the chairman, I will be glad to 
do so. 

Mr. Wotverton. I take it there would be no objection to that? 

The CuarrmMan. No. 

Mr. Wotverton. There are many more questions I would like to 
ask, but my colleagues here are anxious to ask you some questions and 
the time is very short within which it can be done, so I will withhold 
any further questions in the hope that my colleagues will develop 
some of the matters that are in my mind. 

Basically what I am interested in is protection of the patient 
consumer, and at the same time not adding unduly to the costs. 

Mr. Dunn. That is exactly my view. 

Mr. O’Hara. Mr. Chairman? 

The Cuarrman. Mr. O'Hara. 

Mr. O’Hara. Mr. Dunn, I fully appreciate that in your statement 
you have pointed out specifically what you are for and what you are 
against in this bill. 

May I ask you this question: In its present form would you approve 
this bill as a whole with its good and its bad; would you say that the 
good outweighs the bad, or that the bad outweighs the good? 

Mr. Duny. I do not think that is a question that I should be 
required to answer, because I am equally in favor of a sound amend- 
ment of this law. 

Mr. Chairman, may I inject at this moment that I have got to take 
a plane at 11:55 to Atlanta. I am to lecture tonight at Emory 
University on the Food, Drug, and Cosmetic Act, and following that 
at other Southern law schools. 

The CHarrMan. When can you be back? 

Mr. Dunn. I will be glad to come back at any time in the future, 
and at your call after tomorrow. 

The CHarrmMan. Well, we cannot always operate this committee on 
the basis of taking care of one bill. We will see you when we can call 
you later. 

Mr. O’Hara. Mr. Chairman, I do not want to prevent the gentle- 
man from making his plane. Therefore I will withhold any questions 
until he is here again. 

Mr. Dunn. Thank you. 

The CHarrMan. The next witness will be Mr. Larrick. 

Gentlemen, the bell has rung for us to be present on the floor of the 
House; so, we will recess the hearing at this time until 1:30, when we 
hope to be able to make some progress. 

I understand that the bills on the floor this afternoon will not be 
such as to require the presence of all of us over there. 

Will you come back at 1:30, Mr. Larrick? 

(Thereupon, at 11:15 a. m., the committee recessed until 1:30 p. m. 
of the same day.) 

AFTERNOON SESSION 


(The hearing was resumed at 2 p. m.) 
The Cuarrman. The hearing will be Seal 
The witness this afternoon will be Mr. Larrick. 
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STATEMENT OF GEORGE P. LARRICK, ASSOCIATE COMMISSIONER 
OF FOOD AND DRUGS, FOOD AND DRUG ADMINISTRATION, 
FEDERAL SECURITY AGENCY 


Mr. Larrick. My name is George P. Larrick, Associate Commis- 
sioner of Food and Drugs. 

Mr. Chairman and gentlemen of the committee: 

In the enforcement of the Federal Food, Drug, and Cosmetic Act 
our inspectors routinely investigate each report of death or injury from 
drugs. They visit coroners, police departments, emergency hospitals, 
health departments, charitable agencies, and other organizations where 
information may be available concerning injuries or deaths from the 
improper use of drugs. 

Recently, while visiting a large hospital in New England, an 
inspector learned that in May 1950 a man died there and it appeared 
that the excessive use of benzedrine was contributory to his illness and 
later death. The widow advised the inspector that for 13 years her 
husband had been having a prescription for benzedrine sulfate refilled. 
She showed the inspector an empty box which bore the prescription 
number, the name of a local physician, and the name of a drug store. 
The physician executed an affidavit that he had last seen the deceased 
in 1937 and at the time had written a prescription for 14 10-milligram 
tablets of this drug. The same prescription had been refilled for 13 
years and the amount delivered had been very substantially increased 
until just before his death this man was taking as much as 250 milli- 
gramsaday. The prescribing physician asserted that it was never his 
intention that the patient take more than the original 14 tablets which 
he prescribed. 

The inspector next visited the drug store as an ordinary customer 
and presented a prescription for benzedrine. He returned repeatedly 
to the same store, and his prescription was repeatedly refilled. Other 
inspectors presented prescriptions for other drugs such as nembutal, 
which is a sleeping pill, and sulfadiazine, which is a drug used to treat 
venereal disease. All of these were refilled repeatedly. The doctors 
who had written the original prescriptions were not consulted. This 
case is now in the course of preparation for criminal prosecution. Our 
files record hundreds of deaths and injuries caused by the misuse of 
drugs. 

In explaining to you gentlemen what our present law requires in 
our opinion, and what our enforcement activities are, I will refer to 
several incidents of this general nature. I do not want you to under- 
stand from these references to these incidents that that is characteristic 
of the drug business generally. I think we must recognize that retail 
pharmacists generally are very honorable gentlemen, good citizens who 
wish to abide by the law. The same is true of the manufacturers; but, 
as in every industry and every profession, there are fringe elements 
who are capable and do do things which the majority would deplore. 

During the past decade medical science has discovered many new 
and potent drugs which are very useful in the treatment of disease. 
It has been said that 50 percent of the drugs now prescribed by 
physicians were unknown 10 years ago. When the medicines are 
administered by skilled physicians they cure many ailments. Most 
of these drugs, however, are quite potent and capable of doing harm if 
they are misused. This is also true of some drugs which were available 
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earlier. Female sex hormones, called estrogens, are very useful in the 
hands of skilled physicians, but in a case under the Food and Drug 
Act in California recently, where the drugs were sold without prescrip- 
tion, eminent medical authorities testified that improper use is 
capable of stimulating the growth of incipient cancer; it may impair 
fertility and cause hemorrhage from the uterus. Male sex hormones, 
called androgens, when misused may lead to injuries in the nature 
of impaired fertility and they may stimulate growth in incipient 
cancer of the prostate. This is important, because competent 
authorities estimate that 50 percent of the men over 50 years of age 
suffer from incipient cancer of the prostate. In the great majority 
of these individuals the cancer never becomes active, but vital statis- 
tics do show that 5 percent of deaths in men past 50 are due to cancer 
originating in the prostate. 

Penicillin, sulfonamides, benzedrine, and a wide variety of other 
drugs readily lend themselves to serious abuses. The problem even 
involves therapeutic devices. In spite of the fact that it has been 
established that unskilled exposure to X-ray can cause cancer 20 
years later, we found a number of beauty salons that used X-ray for 
the removal of unwanted hair. 

The Federal Food, Drug, and Cosmetic Act prohibits 

The * * * doing of any * * * act with respect toa * * * 
drug * * * if such act is done while such article is held for sale (whether 
or not the first sale) after shipment in interstate commerce and results in such 
article being adulterated or misbranded. 

Basic requirements of this statute, as far as drugs are concerned, 
are that drugs used for self-medication must be safe for their intended 
use, and they must bear adequate directions for such use. Many 
drugs can be used safely and effectively under the supervision of a 
physician, but cannot be so used in self-medication. We have men- 
tioned a few examples. 

To accomplish the purposes of the act as expressed over the vears 

by the reports of this committee, it was necessary to promulgate 
regulations which would restrict some drugs to physicians’ use. These 
regulations provide that such drugs can legally be shipped in commerce 
if they bear the legend, ‘Caution: To be dispensed only by or on the 
prescription of a physician,’ and bears this legend in place of any 
directions for use. 
p It is our view that when a pharmacist receives drugs in interstate 
commerce bearing this legend, he causes them to be misbranded if he 
sells them otherwise than on a bona fide prescription. We believe 
that the Supreme Court’s decision in the Sullivan case establishes 
that this is the law. The Court held that the purpose of the act was 
to safeguard the consumer by applying the act to articles from the 
moment of their introduction into interstate commerce, all of the way 
to the moment of their delivery to the ultimate consumer. In en- 
forcing this construction of the statute, 136 criminal prosecutions 
against retailers have been terminated in the Federal courts. 

We submit for inclusion in the record, if you wish, a list of these cases. 

(The list referred to appears, beginning on p. 97.) 

In addition, there are 50 criminal prosecutions which have either 
been filed with the Federal courts or are in the course of being pre- 
pared in our General Counsel’s office or in the Department of Justice. 
We have at the moment 263 reports of deaths or injuries from drugs 
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which are uninvestigated. We have 79 cases under active investiga- 
tion. We have 26-where the investigations have been completed 
but the paper work has not yet been completed for reference of the 
cases to the appropriate United States attorneys. 

In the Seventy-fifth Congress, third session, this committee sub- 
mitted report No. 2139, on April 14, 1938, on the bill which later 
became the Federal Food, Drug, and Cosmetic Act. The report 
stated in part: 

The act herewith reported is the culmination of more than 5 years of study by 
your committee. This act seeks to set up effective provisions against abuses of 
consumer welfare growing out of inadequacies in the Food and Drugs Act of 
June 30,1906 * * * 

On page 3 the same report continues: 

In order to extend the protection of consumers contemplated by the law to the 
full extent constitutionally possible, paragraph (k) has been inserted prohibiting 
the changing of labels so as to misbrand articles held for sale after interstate 
shipment * 


* * 


Page 8 of the same report says: 

Other provisions of section 502 are designed to require the labeling of drugs 
and devices with information essential to the consumer. The bill is not intended 
to restrict in any way the availability of drugs for self-medication. On the con- 
trary, it is intended to make self-medication safer and more effective. For this 
purpose provisions are included in this section requiring the appropriate labeling 
of habit-forming drugs, requiring that labels bear adequate directions for use and 
warnings against probable misuse, and setting up appropriate provisions for 
deteriorating drugs. 

Section 503 * * * provides an exemption for drugs dispensed on bona 
fide prescriptions. Such drugs are relieved from the requirement that the label 
bear the name and address of the manufacturer, the quantity of the contents, the 
common name of the drug, and the name of each of its active ingredients, and if 
the prescription is nonrefillable a warning against habit-formation. 

Speaking of the prohibition against changing labeling on articles 
received from interstate sources the conference committee, in House 
of Representatives report No. 2716, Seventy-fifth Congress, third 
session, June 11, 1938, stated that the safeguards over drugs had been 
strengthened by prohibiting 
tampering with the labeling of, or doing any other act with respect to, a food, 
drug, device, or cosmetic, if such act is done while the article is held for sale after 
shipment in interstate commerce and results in such article being misbranded. 

On July 8, 1947, Mr. Hale, speaking for this committee, submitted 
report No. 807, Eightieth Congress, first session, in a proposed amend- 
ment to this prohibition which subsequently was enacted. The 
report states in part: 

* %* * The insertion of the parenthetical wording ‘‘whether or not the first 
sale’’ in section 301 (k) is not designed to change the original intended meaning 
of the section but would simply make it entirely clear that “held for sale’’ includes 
the first sale and any subsequent sale. 

The report then discussed a decision by the Circuit Court of Appeals 
for the Fifth Circuit, in the case of Jordan J. Sullivan v. United 
States. The pharmacists had sold sulfathiazole to soldiers for the 
self-treatment of gonorrhea and, subsequently, to inspectors of the 
Food and Drug Administration who visited the store as customers. 
The circuit court had held that the act did not aythorize the prose- 
cution. Mr. Hale’s report continues: 

Misbranding which results in effectual treatment with a potent drug, such as 
those of the sulfonamide group, may render the diseased organisms immune to 
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the drug. When the resistant strain is spread in the community the sulfonamides 
are ineffective, even when used by skilled physicians, with the consequence that the 
interstate market for those useful drugs is substantially depressed. 

In order to prevent the frustration and defeat of its purpose, Congress must 
exercise its power to continue that protec tion against articles that become filthy 
decomposed, deteriorated, or otherwise adulterated or misbranded while awaiting 
sale to the ultimate consumer. Otherwise the safeguards which were designed to 
maintain the integrity of the products to the end of their interstate journey become 
futile and the purpose of the regulation becomes sterile and fails of fruition. 

The conviction of Sullivan was later affirmed in the Supreme Court» 
but at this stage of the proceedings of this committee you had specific 
knowledge of the type and kind of supervision that we had exercised 
under the law and which resulted in the Sullivan case to which you 
refer in this report. 

H. R. 3298, which is the bill before you for consideration, would 
recognize oral prescriptions. ‘The present Food, Drug, and Cosmetic 
Act in section 503 (b) recognizes only ‘ ‘a written prescription signed by 
a physician, dentist, or veterinarian.” In many circumstances the 
physician can provide better medical care for his patients by telephon- 
ing the pharmacist to fill or refill prescriptions. 

In the bill, H. R. 8904, which Mr. Durham introduced in the Eighty- 
first Congress, oral prescriptions were recognized but only if the physi- 
cian agreed to confirm them in writing within 72 hours. 

The present bill would not include this requirement but the trans- 
action would be legal if the pharmacist reduced the prescription to 
writing. We prefer the physician’s signed confirmation. 

We are in general agreement with this provision but we believe that 
this committee should give consideration to the fact that this exemp- 
tion may complicate enforcement with respect to the barbiturates, 
commonly known as sleeping pills. 

The Committee on Ways and Means is presently considering special 
legislation to deal with the very serious problem which arises because 
of the extensive use of barbiturates without medical supervision. If 
adequate legislation covering this special problem is enacted, our reser- 
vations concerning oral prescriptions would be satisfied. 

Just one very recent brief example to illustrate the sleeping-pill 
problem: 

A 45-year-old married man, the father of two children, died last 
year from an overdose of barbiturates. Investigation revealed that 
he had been pry tee the drug from one druggist over a 2-year period 
on a copy of a prescription issued in 1945 or 1946. Toward the last 
he was consuming large quantities of the sleeping pills and the coroner 
reported barbiturates in the brain tissue. The druggist used a pre- 
scription as justification for the sales, but did not contact the doctor 
about refilling it. The judge who tried the case said it was an aggra- 
vated one since a death had resulted from the careless handling of 
drugs. The penalty was $1,000 and 1 year probation. 

The bill before you would require either written or oral authoriza- 
tion from physicians for the original filling or the refilling of prescrip- 
tions for habit-forming drugs, drugs which cannot be used safely and 
effectively by the layman without medical supervision, and new drugs 
where, for these reasons, the effective application filed under section 
505 of the act limits the sale of the drug to prescription use. 

Perhaps the most controversial feature of the bill involves the pro- 
vision that the Administrator of the Federal Security Agency shall 
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hold a public hearing and on the basis of the evidence thus acquired 
promulgate a list of the drugs which are not safe and efficacious for 
self-medication. 

The public hearing provided for in the bill would operate as follows: 

The Administrator would prepare a proposal where he would list 
a number of drugs that, based on advice from the Food and Drug 
Administration, are tentatively set up as drugs which should be 
restricted to prescription sale. That would be published in the 
Federal Register and anyone who cared to object could do so. If 
objection were raised, there would be precipitated a formal hearing 
where a record would be made, the outstanding experts of the country 
would be called by the Government, and presumably by those in 
opposition to the Government. The findings of fact would have to 
be based exclusively upon evidence adduced at that hearing. Finally, 
after the Administrator had reached his conclusion, he would publish 
his final order, which would be reviewable in the circuit courts of 
appeals in precisely the same manner that this committee, after 5 
years of deliberation, decided that the other appeal procedures should 
be handled. 

These drugs would be required to bear the legend, ‘Caution: 
Federal law prohibits sale or dispensing without prescription.” If 
such drugs were so labeled, the retail pharmacist would have a con- 
sistently reliable guide to tell him whether or not a drug must be held 
solely for prescription sale. This would lend uniformity and certainty 
to enforcement operations. 

As we have said, the Food and Drug Administration is of the opinion 
that for purposes of labeling the present law provides authority to 
divide drugs into two classes. One, for sale only on prescription; the 
other, bearing complete labeling, for sale directly to the lay public. 
Attorneys for some of the largest drug firms and drug organizations 
in the United States entertain a forthrightly contrary view. They 
assert their opinion that the law does not provide authority for the 
regulations which we have issued which make a distinction between 
prescription drugs and those for over-the-counter sale. 

The present law and regulations placed on the manufactuer the 
initial responsibility of deciding what labeling a drug will bear. 
Guidance as to whether a drug should be labeled for prescription or 
over-the-counter sale is expressed in general terms. Individual 
drugs are not named. Thus, manufacturer (A) may interpret the law 
one way and sell his medicine bearing the prescription legend; manu- 
facturer (B) may reach a different interpretation and sell the identical 
article for over-the-counter distribution. 

We have a few additional exhibits to add to the collection the com- 
mittee has already received, and if you care to look at these, each of 
them are matched drugs, one bearing some sort of directions for use, 
and the other, of identical composition, bearing the prescription legend. 

There are literally thousands of different drug items on the market. 
The only way that we could bring about uniformity under the present 
law and regulations would be to initiate separate lawsuits in each case. 
We have developed a number of such cases, but since our facilities 
will not permit us to attack the problem on a broad front, we have 
selected those that we believe are of the greatest importance from the 
standpoint of public health and safety. 
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By and large, there are three classes of drugs: one, the extremely 
dangerous drug where there is no conflict of opimion as to whether or 
not they should bear the prescription legend, and for the most part 
they bear the prescription legend. Then there are the drugs at the 
other end of the column, where everyone is agreed that drugs like 
aspirin and liniments and cough sirups can be properly labeled for 
over-the-counter sale and by and large there is no great problem 
in that area. But in between is a wide band where these many, 
many drugs occur, some of which are labeled one way and some the 
other. 

In June of 1949, E1—0—Pathic Pharmacy and Martin A. Clemens, 
manager and director, were prosecuted for the shipment of a male 
sex hormone under false and misleading labeling. It was alleged 
also that the article failed to bear adequate warnings against its use 
under conditions where it might be dangerous to health; in particular, 
that the labeling failed to warn the purchaser that unsupervised use 
of the drug may result in sterility and in stimulating the growth of 
incipient cancer of the prostate gland. The defendants plead ‘not 
guilty” but the court returned a verdict of “guilty’’ and imposed 
fines totaling $1,400. The court made the following remarks at the 
conclusion of the trial: 


From the evidence and the weight of the evidence I am convinced, bevond a 
reasonable doubt, that the indiscriminate distri} ution or dispensation for use of 
the drugs testosterone, methyl-testosterone . * * carries not onlv a poten- 
tial but an actual danger of injury to some persons. Iam also convinced from the 
evidence that these drugs do not, other than within a restricted class of cases, 
produce many or any of the alleviatory and beneficial effects that the labeling 
given them by the defendants indicate and encourage readers to believe that they 
will generally produce. 


Soon after this conviction the directions in the labelings of these 
drugs were modified to read in part as follows: 

For use by adult males mildly deficient in male hormones when small dosages 
of male hormones are prescribed or recommended by a physician for paliative 
relief of such symptoms. 

At the same time the firm engaged in extensive newspaper adver- 
tising such as: 


SENSATIONAL New Formuta! Marte Hormones 

Mailed to you in plain wrapper. 

Sixtv tablets, $5.25 post paid 

Caution: Take only as directed. 

Double your money back guaranty. 

If, after taking these tablets for at least 10 days, vou don’t feel that you are 
deriving benefit from their use, return box and the unused tablets and we will 
cheerfully give you doubie your money back. 


The Government instituted injunction proceedings to prevent the 
sale of such medicines otherwise than on prescription. 

The district court found in favor of the defendant and held that 
the directions appearing on the label are adequate, stating: 


The cartons * * * can be read, * the word ‘ physician”’ is used 
at least four times, “under supervision of a physician,”’ ‘‘under direct supervision 
of a physician,”’ and I don’t know what more words would be put upon their 


cartons that would be a greater warning, except, “to be used only upon a prescrip- 
tion from a physician.”’ 


8$4416—51 ‘ 
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I think that is what the Food and Drug people are trying to get at. That is 
they want these medicines to be sold only upon the prescription of a physician. 

In this connection, it may be mentioned that investigation of 
purchasers of the article showed that only 1 was deterred from making 
use of the drug without medical advice by reason of the reference in 
the labeling to physicians, and this was so even though the label 
stated that the drug might stimulate the growth of incipient cancer. 

This case was appealed. The appeal has been argued. <A decision 
is expected any day. 

This brings us back to the listing proposed in the Durham bill. 
So long as some firms in the drug industry believe that the act does 
not provide authority to require drugs that are not safe or effective 
for self-medication to be limited to prescription sale, there will be 
many that do not so restrict them. If it develops that authority to 
make this distinction is not contained in the act, then a most serious 
public-health problem will arise. Many deaths and drug injuries 
would occur if such drugs as cortisone, penicillin, thyroid, the sul- 
fonamides, cinchophen, sex hormones, and so forth, were thus made 
available for sale directly to the public. 

Opposition has been expressed to this bill on the ground that the 
Government is empowered to determine whether or not a drug is 
efficacious for its intended use. The language of the bill does not 
justify this conclusion. 

The bill does not authorize the Administrator to determine the 
efficacy of a drug. It authorizes him to hold a hearing where the 
evidence of the best informed experts in the country would be received. 
On the basis of this testimony he would then determine not whether 
the drug is efficacious, but whether or not a layman can use the drug 
effectively without the diagnosis or supervision of a physician. 

We submit that it is just as important that a drug be effective in the 
hands of the person who acts as his own physician as that it be safe 
in the sense that it will not poison him. f or example, aminophylline 
is relatively nontoxic. It is not a poison. It is an effective diuretic 
and will reduce swelling of the ankles other than that caused by insect 
bits and the like. A layman cannot effectively treat himself with the 
diuretic because the underlying cause of the swelling is heart o: 
kidney disease and the use of the diuretic to control the symptom does 
not affect the progress of the underlying cause. Thus, the ill-advised 
use of the diuretic may indirectly hasten the death of the patient 
Methionine and choline are relatively nontoxic drugs. Doctors find 
them useful in treating such liver diseases as cirrhosis and certain 
inflammations. Laymen cannot make the liver-function and othe 
tests necessary to adequately treat these diseases 

We have on the market now a new antibiotic similar to penicillin 
and aureomycin. This drug is not under the certification system 
which went through this committee. If a person were to treat 
himself for gonorrhea without medical assistance with this terra- 
mycin, which is relatively safe, he might have concurrently an ex 
posure to eonorrhea and syphilis. The treatment of gonorrhea with 
the penicilliniike drug, terramycin, would conceal all of the early 
svmptoms of the syphilis and the patient would progress through those 
arly symptoms of syphilis without knowing that he had the disease 
and the first knowledge that he had contracted syphilis simultaneously 





is 


FEDERAL FOOD, DRUG, AND COSMETIC ACT 95 


would be when he had some of the very, very serious last-stage mani- 
festations of the disease. 

In the brochure that goes to doctors dealing with this relatively 
safe drug appears the statement: 

Because treatment with terramycin may mask the early signs of syphilis, 
dark field examinations of the exudate from the suspected primary lesions of 
syphilis should be made prior to treatment of gonorrhea. Monthly serological 
tests for a minimum of 3 months should be made in all cases in which treatment 
is given, and concomitant syphilis is suspected. 

In our opinion, this is a striking example of an instance where a 
drug for all practical purposes is safe, but where it cannot be effect- 
ively used by a layman without medical supervision, although the drug 
itself is very efficacious. 

Some of the representatives of the manufacturers have questioned 
me as to our conception of the application of this act to narcotics that 
are controlled under the Harrison Antinarcotic Act, and they wished 
me to state for the record that this bill is so drafted as to prevent any 
overlapping of authority between these two agencies of Government. 

The purpose of the language, as we construe it, ts to let the Nar- 
cotics Bureau regulate exempt narcotics and other narcotics, and the 
Food and Drug Administration would deal with the strength, quality, 
and purity of the narcotics that are sold for medicinal purposes. 

To summarize: This bill is needed not only to give relief to the 
great majority of pharmacists who earnestly wish to protect public 
health and comply with the law; it will make the legal requirements 
to protect public bealth simple, certain, and clear. The present re- 
quirements are not as clear as they should be. A pharmacist cannot 
readily understand his obligations from reading the law and regula- 
tions. ‘They are very difficult to explain to lay juries. 

Mr. Heuer. I was very much interested in the case that you cited, 
the New England Benzedrine case, and I would like to ask this ques- 
tion: Is benzedrine sulfate, referred to in that case, a dangerous drug 
within the definition of your regulations under section 502 (f) of the 
act? 

Mr. Larrick. Yes, sir. 

Mr. Heuer. Well, then, do you believe that the druggist in ques- 
tion had any doubt as to the dangerous character of this drug? 

Mr. Larrick. He should not have had, sir. 

Mr. Heiter. No doubt at all? 

Mr. Larrick. There shouldn’t have been any doubt, in my opinion. 

Mr. Heutimr. Well, then, if he could not have had or should not 
have had any doubt, and let us call it a reasonable doubt, why would 
he be any more likely to abide by the proposed amendment than by 
the present law? 

Mr. Larrick. I don’t think that he had any question in his mind 
as to the dangers of the drug, but he may have had question in his 
mind as to our authority to regulate. I don’t maintain for a minute, 
Mr. Heller, that any law will stop all violations; no law will be self- 
regulating. But the clearer and the more explicit the prohibitions 
are, and the easier it is for the ordinary layman to understand pre- 
cisely what he is held to, the more people will abide by the law, in 
our opinion. 

Mr. Heiter. But in any event, the present law is sufficient to 
protect the consumer, is that correct? 
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Mr. Larrick. The present law, so far as it has been interpreted, 
is sufficient to protect the consumer. 

Mr. Heuer. Then would you please explain what additional pro- 
tection the consumer would have, under the new law, against the 
irresponsible sale of dangerous drugs without prescriptions? 

Mr. Larrick. Well, the first thing that it would do would be to 
simplify enforcement. In this case that we used as an example, it 
is now necessary to first locate the few drug stores that are following 
these illegal practices; and then, to get the evidence in a form that is 
presentable in Federal court, the food and drug inspectors in the guise 
of customers enter the store and make the “buys.’”’ Then they take 
the next step and they prove that the drug that is involved has moved 
in interstate commerce. Then if the case were to come on for trial, 
we would have the involved business of proving all of this chain 
of evidence, that the drug was dangerous, what it did, and what it 
didn’t do—that phase of it would be much simplified if the prohibited 
act were stated clearly in a regulation which listed the drugs which 
he could not sell over the counter. 

Mr. Heuer. Since the purpose is to simplify the enforcement of 
the law, would not the better approach—and I do not know, I am 
just trying to find out—would not the better approach be to change 
the procedure rather than to change the substance of the law? 

Mr. Larrick. I don’t quite know what you mean by changing the 
procedure. How could you do that, sir? 

Mr. Hetuer. I do not know. 

Mr. Larrick. I don’t know. 

Mr. Hetuer. I would like to know if there is not a way of doing it. 

Mr. Larrick. Mr. Goodrich reminds me that in that particular 
area, one lawyer who was highly respected by the pharmacists of the 
vicinity gave them advice which was directly contrary to the advice 
that we would have given them if they had come to us. He said it 
was permissible to refill prescriptions under certain circumstances. 

We think that the list is the best way to simplify our procedure, so 
long as we are acting under the commerce clause and in interstate 
commerce. 

Mr. Heiter. You have cited certain cases which your agency is now 
enforcing. Do you have a complete list, or could you make that 
available to the committee, of all cases in which you have tried to 
enforce the present law? 

Mr. Larrick. You mean in this particular type of case—there are 
about 3,000 total cases each year. I have anticipated that question, 
Mr. Heller, and I have that. 

Mr. Heller. Will you make that a part of the record? 

Mr. Larrick. Yes, sir. 

(The information follows:) 
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Mr. Wotverton. Mr. Chairman. 

I do not draw the distinctions here, maybe, as readily as I should, 
but for instance, in this bottle which is marked “5—A,”’ that is illustra- 
tive of many others that are here, it says, “Adult dose, 1 or 2 tablets as 
directed by a physician.”’ Does that require a prescription? 

Mr. Larrick. No. 

Mr. Wotverton. The other one that you called to our atten- 
tion . 

Mr. Larrick. What is the number on the back of that one, Mr. 
Wolverton? 

Mr. Wotverton. 5—A. 

Now, 5-B says, “Caution: To be dispensed only by or on the pre- 
scription ofa physician.’’ 5-A says “One or two tablets as directed by 
a physician,” and what is the difference in that respect? 

Mr. Larrick. Oh, the one that says “Caution: To be dispensed 
only by or upon the prescription of a physician,” there are no direc- 
tions for use. They put that legend on and take advantage of the 
exemption under the statute. They put that on in lieu of directions 
for use. 

Now. SO long as that drug SLAVS in pres rl tion ch unnels and it is 


dispensed to the ultimate consumer only on prescription, the exemp- 


: “pac . . ’ ' . hae ' . 
tion 1s in force and it isa l rai transaction; bu lf the pharmacist sells 


1 thy if , "7 +} ] » 3 : 
it to you or to me v no a& prescription, then the aruge pecomes mis- 
7 , ' . 
branded, beca it fails to bear adequate di ions for use. 
. . . 


Now, the other 3 m that y l 


vu referred to there bears some directions 
for us->, but in the opinion of the Food and Drug (dministration it 
likewise is not leg lly label in its entirety, be use It do sn’t tell 
you what it is for, and tell the whole story that the consumer would 
need to know But that phase of the prob m, Congressman, is not 
involved in this particular bill, and that 1 matter, perhaps, for 
litigation as we have time with the many, Many cases ¢ head of us 


Mr. Wotverton. Is your answer in any way based upon the fact 


that one gives the dose, and the other does not? 
Mr. Larri Yes, sir; that is right. On ves partial directions 
Mr. Wotverton. Now, on this one, 3—A, it states “Adult dose, 
one tablet, as di ect “l by a physician,’ and 3 B savs, ‘To bed spensed 


’ { . ] scmran ?? } , ; 
only by or on the prescription of a physician Now, in that instance 


3—A doe ; state the dose. 

Mr. LARRI! What vould l take G 3 ana WwW wWwol ld vou 
know what to take it for? 

Mr. Wotverron. I probably would not, unless 

Mr. Larrick. And | wouldn’t, either. 

Mr. Wotverton. Unless I had been told about it. 

Mr. Larrick. We don’t think that those directions are adequate, 


because they don’t tell the whole StOry, what to take it for, and how 
to take it, and how often, and how much But again, that is not 
involved in this particular bill before you. But the second one that 
has the prescription legend, could not legally be sold by the pharma- 
cist without a prescription. And the principal use of that drug is for 
a very serious heart disease. 

Mr. Wotvertron. Well, for what purpose did you give us all of 
these exhibits? 

Mr. Larrick. To show that under the present law and the regula- 
tions, there are so many of them that have this confusing balance 





en- 
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between one of them having either full directions or partial directions, 
and the other having the prescription legend, that to litigate all of 
that on a case-to-case basis, making each one of them a separate law- 
suit, would take us 10 or 15 years. That is the whole purpose—— 

Mr. Wotverton. Do you know whether the different methods 
which the different companies have in dealing with the same drug 
are based upon a difference in sales policy? 

Mr. Larrick. | have an opinion on that which I would be glad to 
state, and that opinion is based on having read, over the years, the 
comments which drug firms have made to us at various times about 
these regulations. There are many fine drug firms in this country 
who historically and from a business standpoint cater to physicians, 
and their principal business and their outlets and their sales drive 
and all of their business outlet is to promote sales to doctors. 

Now, many doctors don’t think well of self-medication, so in my 
opinion, those firms who are seeking to maintain the highest standing 
with the medical profession do everything that they can to convince 
the doctor that they are preparing drugs for the doctor and that they 
don’t want to prepare them for self-medication. 

Now, there are other firms whose sales set-up and whose organiza- 
tion and plans are quite the reverse, and they, too, are fine firms, but 
they aren’t set up commercially to get business from the doctor. 
They are trying to deal with the general public, and so they label 
their merchandise in a manner that is most likely to catch and keep 
that business. And I think that the two commercial approaches 
condition the thinking of those people to some extent. 

Mr. Wotverron.. During the hearings, I have made some inquiry 
as to whether the medical associations will be represented here by 
witnesses, and I have been told that they would not. That rather 
surprises me, in a matter that so directly concerns the medical pro- 
fession, and I would assume that they had some opinions on these 
controversial matters that appear here. The druggists are repre- 
sented by their association, and the manufacturers by their representa- 
tives, and you appear on behalf of the Department. It seems to me 
that there is a link that is missing when the physicians themselves do 
not come in here and express some opinions. 

Do you know any reason why that should be? 

Mr. Larrick. I can explain it in part, Mr. Wolverton, I believe. 
This is, of course, a highly involved, technical question, so when the 
American Medical Association undertook to consider it, my under- 
standing is that it delegated the initial responsibility for the inquiry 
to the Council on Pharmacy and Chemistry of the American Medical 
Association, which is made up of a group of scientists. That council 
invited before it representatives of the American Drug Manufacturers, 
the American Pharmaceutical Manufacturers, the National Asso- 
ciation of Retail Druggists, the American Pharmaceutical Association, 
the Food and Drug Administration, and perhaps others, and these 
representatives of these different groups made their statements and 
stated their respective viewpoints. 

Well, the council is an organization that doesn’t sit continuously, 
and I understand that it considered the problem by mail, and I under- 
stand that some weeks ago it came to a tonclu-ion and made a recom- 
mendation. But the officer of the council to whom I spoke said that 
in the protocol and the procedure of the American Medical Associa- 
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tion on a matter affecting legislation, the Council on Pharmacy and 
Chemistry of necessity had to make its report to the legislative com- 
mittee, and that a report was made to the legislative committee, and 
he did not advise me what the report was, but said that it is now pend- 
ing before the legislative committee. 

I do not think that there is any reluctance on the part of the doctors 
to appear, and I think it is more the cumbersome machinery that is 
perhaps necessary in a large organization to go through the formal pro- 
ceedings that they do go through before they pass on a bill. 

Mr. Wotvertron. Would this legislation increase the necessity of 
obtaining prescriptions? 

Mr. Larrick. My own view is that it would not. If you get a 
prescription today for some nose drops, you will use up that first pre- 
scription for those drops and probably you won’t know what is in it. 
If you did know what is in it and if you wrote it down and translated 
it into language that lay people can understand, probably you could 
walk back to the drug store and call for it by a brand name. But you 
wouldn’t do that, probably. You would go back and you would get 
your prescription refilled; and every time you got it refilled you would 
take the prescription back, and you would never call for it by its adver- 
tised name. 

Now, in my opinion, the ultimate effect of this list would be to re- 
quire directions for use on many items which now bear the prescrip- 
tion legend. I can’t see into the future with enough certainty to 
know precisely what would happen, but I do not agree or believe, as 
Mr. Dunn appears to believe, that the net effect of this would be to 
increase prescription practice. I have in my pocket a letter that 
we just received. One of the large chain drug stores has written to a 
lot of its doctor-customers about the changes in prescription practice 
that are being brought about by more enforcement of this law, and 
the conversation before this committee, and what not. It asks the 
doctors’ opinion of putting on each prescription form a little box, 
down in the left-hand corner, which will say, 

tefill zero times, (blank) 1 time (blank), 2 times (blank), for vour convenience 
in indicating vour wishes, and we comply with these instructions 


The letter adds 

If a refill is not indicated and we are requested to refill a prescription, we must 
contact vou, preferably by telephone, and we will refill the prescription or not, 
as directed. 

In other words, here is a big drug chain trying to fit into this picture 
and trying to make it easy for the patient and easy for the doctor, 
and if the doctor anticipates when he gives the prescription that it 
should be refilled three times, he writes that on the prescription. 
And from our standpoint, under this bill and under the present law, 
that would be quite all right. 

On the other hand, if the doctor doesn’t write it down and the 
patient comes back to the drug store, this chain doesn’t send him 
back to the doctor for a new prescription. The pharmacist picks up 
the telephone and asks the doctor if it is all right to refill it. And 
under this bill that you have before you, that would be legal; under 
the law now it is illegal. We haven’t brought any cases on it but 
it is illegal. 
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I honestly think that this bill would accomplish the objective that 
you so succinctly stated this morning when you said that you wanted 
a bill which will protect the public health fully, but which will not 
unnecessarily burden the patient and will not unnecessarily add to 
the cost of his medical care. 

To some extent, that is a matter of opinion, but that is our honest 
view. 

Mr. Wotverton. Has any effort been made to iron out these 
differences with reference to these controversial matters between the 
manufacturer and the druggist, as to labeling, and so forth? Do you 
know whether it would be possible to come to some decision that 
would make it a matter less complicated than it would seem to us, 
as laymen, on the committee. 

Mr. Larrick. I should like to preface this statement by saying 
that, by and large, the relationships between industry, retail phar- 
macists, and the Food and Drug Administration, are quite cordial. 
Many of the men in this room who will take a position quite contrary 
to the position that we have taken here have been on a first-name 
basis with us for many years. 

I do not believe that, so long as the lawyers who represent these 
firms honestly and conscientiously entertain a forthrightly different 
view from ours about what this law requires, that we can get together 
in a satisfactory way, sir. 

Mr. Wotverton. I did not hear your last few words. 

Mr. Larrick. I say, I don’t believe that under those circumstances 
we can—and I don’t want to say it is impossible, because we have 
solved many, many difficult problems before—but we have been 
working with this problem now, in one way or another, since 1938, 
and we have not reached a satisfactory solution yet. 

Mr. Wotverton. Well, looking at this from a layman-purchaser- 
patient standpoint, and seeing these different exhibits that you have 
put here in duplicate, marked ‘A and B,”’ where one requires a pre- 
scription and the other does not, it would seem to me that it cannot 
be based upon danger to the patient. 

Mr. Larrick. It isn’t based exclusively upon that. 

Mr. Wotverton. Or that there is a difference of opinion in that 
respect. Then it would seem to me to be a matter for the Depart- 
ment to act and require the prescription. 

Mr. Larrick. This bill would really facilitate that. And as it is 
now, it would take us 10 to 15 years in case-by-case litigation. 

Mr. Wotverton. How will the bill help that, and what is the 
provision in the bill that would meet that situation? 

Mr. Larrick. The bill would permit this: Here is the way I 
would visualize the list would work. We would start out at the 
beginning, and we would obviously have to allow some time in the 
bill for the manufacturers to make a change-over from the old prac- 
tice to the new; and then we would take a list of the drugs that are 
the most clean-cut from the standpoint of the fact that they should 
not be distributed otherwise than on prescription, and we would 
start with that list and we would try to get a list that would be as 
noncontroversial as we could, and make it as small as necessary to 
accomplish that objective, and get that list on the records and in the 
regulations. 


S44 16 
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Then we would take the next batch of drugs, and work our way 
progressively, as our facilities would permit, down to that area wher 
there is a genuine right to honest differences of opinion about whether 
it should go one way or whether it should go the other way. 

Our thinking is that considering the legislative history of the Food 
Drug, and Cosmetic Act, and the many references in this statute to th 
fact that the Congress does not wish to outlaw self-medication, but 
does want to make self-medication safe and effective, that we, in mak- 
ing this list, should always bear in mind that the Congress has in- 
structed us not to unnecessarily restrict self-medication. 

Mr. Wotverron. Then this bill does not seek to vive yon the 
authority to direct a manufacturer to place upon it a label that would 
indicate that a prescription was not necessary? 

Mr. Larrick. I am not sure that I get that, Congressman. 

Mr. Wotverron. Having in mind in these exhibits that you have 
given to us that in each case you have given us two cases, one, where 
for the same drug a prescription is required, and the other where, for 
the same drug, a prescription is not required based upon the statement 
that is contained on the label. 

Mr, Larrick. That is right. 

Mr. Wotverton. Now, ts there anything in this bill that would give 
the Department the authority to direct the manufacturer not to place 
a legend upon the bottle that requires a prescription,-when you know 
that a prescription is not necessary? 

Mr. Larrick. This bill would leave intact the requirement of 
section 502 (f) (1) of the Food, Drug, and Cosmetic Act, which says 
that A drug is misbranded if its label fails to he ar adequate cirections 
for use. 

Now, this bill would only take out of the class that must have 
that complete label, the drugs that are unsafe for self-medication or 
cannot be used effectively for self-medication without medical super- 
vision. R 


Mr. Wotverrton. So that, in these exhibits that vou have given 


to us, vou would have authority under the bill to call them misbranded, 
when they require a prescription? 

Mr. Larrick. That is right: after coin’ through the forma pro- 
cedure and the lapse of time for an appeal to the courts and that 


] 


sort of thing, we would have the power to do a direct job on it. 

Mr. WotvertTON. Naturally, the thoueht that [ had in mind is that 
the question of medication has become one of major proportions from 
the standpoint of expense; and it seems to me to be unfair to be per- 


mitting labeling that would indicate that you had to have Pa | phvsician’s 


prescription when, as a matter of fact, you know it is not necessary. 
Mr. Larrick. We agree with that 100 pereent. 1 have four 
children, and I have to pay all of their doctor bills and buy all of their 
medicine. 
The only drugs that would have the prescription legend on them 


I 


would be those that are on the list. 

Mr. Wotverton. Would be what? 

Mr. Larrick. Would be those that were on the list and which had, 
after a hearing, been determined to require a prescription 

Mr. Stanuey. Mr. Chairman. 

The Cuarrman. Mr. Stanley. 
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Mr. Stanuey. I would like to ask this question: Since the doctors 
have not been heard from or have not been requested to be heard from, 
do you think it would be wise to postpone action on the part of the 
committee until they may be given further opportunity to be heard? 

Mr. Larrick. Mr. Stanley, I would leave that entirely to the 
committee. 

Mr. Stantey. Do you have any feeling as to whether or not they 
would like to be heard? 

I do not believe they have made a request, as I recall, Mr. Chair- 
man, to be heard. No request has been made on the part of the 
doctors. 

Mr. Larrick. Mr. Waller tells me that he has had some conversa- 
tions with executives of the American Medical Associations, and he 
may be able to answer that question. I think that they want to be 
heard, and I think that the only reason they are not represented here 
is that their organization is big and the bill hasn’t been reviewed by 
their legislative committee. 

Mr. Sranuey. | might say that I haven’t heard anything from the 
American Medical Association of my State as to whether they do or 
do not. I just have not heard from them. 

The CuarrMan. I have the information that they received the same 
notices that all of these other groups have had. I also understand 
that they have a representative in the room as an official or unoflicial 
representative. 

Mr. Sranuey. So they have had an opportunity to be heard. 

The CHArRMAN. Yes. 

Mr. Sranuey. That is all, Mr. Chairman. 

The Cuairman. Mr. Mack? 

Mr. Mack. No questions, Mr. Chairman. 

Mr. Wolverton. Would it be possible, Mr. Chairman, to inquire 
from the representative of the American Medical Association who is 
present as to when we may expect there will be a report made by the 
legislative committee and when it will be acted upon by the American 
Medical Association or when it will be possible to have the benefit of 
their advice? Will the cventieman who is present, 11 he is not too 
modest, please stand up and acknowledge his presence. 


The CLerkK. He is not here this afternoon, although he was here this 


morning. 

Mr. Hesreitron. Mr. Chairman. 

The CuHarrmMan. Mr. Heselton. 

Mr. Heseviron. Mr. Larrick, possibly this is not a question that 
should be directed to you, but I noticed on page 4 of your statement 
that you seem to indicate that you are in favor of having prescriptions 
cviven by telephone or orally. 

Mr. Larrick. But confirmed in writing. 

Mr. Hesevron. Yes, confirmed in writing. Am I correct about 
that? 

Mr. Larrick. Yes, sir; that is right. 

Mr. Hesevron. When that question first arose, I believe there was 
some provision by the United States Public Health Service for 
treatment at sea by means of radio instructions, even including 
directions for operations. What is that requirement, if any, if you 
know? 
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Mr. Larrick. The way we have handled that, frankly, Congress- 
man, has been on a common-sense basis. If a steamship line has a 
freighter with a crew of 13 men, they will have 1 man on board who 
is generally the captain or the mate who is designated to be custodian 
of certain drugs which are only used in great emergency. They have 
arrangements made whereby, if a crew member gets quite sick, they 
are in radio communication with a boat that has a doctor on it. 

We have just used common sense and have not considered that to 
be in violation of the law. We have had the same problems with re- 
spect to airplanes. Where they have provided the best type of medi- 
cal supervision they can have under the circumstances in which they 
find themselves, we have just thought we would use common sense 
and regard that as complying with the law. 

Mr. Hesevtron. But you don’t have the same feeling about de- 
velopments now that make it desirable to encourage prompt treat- 
ment with as little red tape or delay as possible? 

Mr. Larrick. On board ship you mean, sir? 

Mr. Hesevron. No. I refer to conditions on land. 

Mr. Larrick. We think we ought to have as prompt treatment 
and with as little delav as possible, and we think this bill provides 
that. 

Mr. Hesettron. You don’t see in that requirement for written con- 
firmation some complications? 

Mr. Larrick. That comes later. I am an enforcement officer. 
My interest and my drive is to try to do a good job of enforcement. 

Now, if a coroner at Cincinnati, Ohio, tells us that a man died 
some time ago of barbiturate poisoning, we run that down, and we 
may wind up with the purchase of the barbiturate in a certain drug 
store. We find that the pharmacist had recorded a prescription 
under this bill. Then we go back to the doctor and say, “‘Did or did 
you not authorize this pharmacist on March 1, nineteen so-and-so, 
to fill that prescription?” 

Well, if the doctor says, ‘‘I don’t knew, I don’t remember, I didn’t 
make any record of it,’”’ that would be a problem for us. 

Now, we are a little prejudiced on that side of the thing. I would 
rather the committee would weigh it, and if they think that the 
bother and the trouble to the doctor and to the pharmacist and to 
the patient would outweigh the advantage to us in helping our en- 
forcement, we will be quite content to go along with your decision 
on it. 

Mr. Hesetron. Of course, we have taken testimony from druggists 
on that point. 

Mr. Larrick. That is right. I was here at the time. 

Mr. Hesevton. As | understand from Mr. Stanley’s questions and 
those of the chairman, we are not likely to receive any direct comment 
or recommendation by the medical societies. Do you have any idea, 
in connection with your work, whether the medical profession is at all 
concerned one way or another with the requirement of confirmation? 

Mr. Larrick. I think they would prefer not to confirm the tele- 
phone prescriptions. They would prefer to be relieved of all of the 
paper work possible. 

Mr. Hesettron. Even though, as vou have just suggested, it might 
be useful in terms of refreshing their recollection should the occasion 
arise as to the kind of prescription they actually made? 
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Mr. Larrick. What they would do as an organized body, I just 
don’t know on that point; but I have talked to enough individual 
doctors to know that some of them would enthusiastically be willing 
to do it. As a matter of fact, you will recall this letter that I read, 
which was sent out by a chain drug store which provided that when 
an oral prescription arrived at the drug store, the pharmacist was to 
fill it out in triplicate, with two carbon copies. He was to put one 
carbon copy in a stamped envelope and mail it to the doctor asking 
him to sign it. Well now, they sent that letter to 500 and some doctors 
in an area around Akron, Canton, Youngstown, and so forth, in Ohio. 

They got back 81 replies, which is a pretty good return, and none 
of them objected to it. Now, I don’t know whether that is enough 
of a survey to give you the picture or not. 

Mr. Hesettron. One other point occurred to me during the hearings. 
There was testimony about some kind of a drug that was sold in 
bulk as against the same drug sold in small packages. I don’t know 
whether we are going to have any evidence on this, but I would like 
to be enlightened as to whether all of the pharmaceutical manufac- 
turers use this method of large, bulk sale as a means of disposing of 
their goods, or whether only a portion of them do so. 

Mr. Larrick. Only a portion. 

Mr. Hesetton. That raises the question in my mind as to whether 
there is any economic competitive advantage in doing that so far as 
the manufacturers are concerned beyond the possibility that it might 
relieve them of some liability. 

Mr. Larrick. That may well be. We have a view on that that 
perhaps might be worth expressing. ‘There are many firms in this 
country who are largely drug chemical manufacturers. Their busi- 
ness is predominantly to make drugs in bulk which they sell in large 
quantities to the other manufacturers who carry them further along 
toward the finished goods. 

That is where their main business lies. One big chemical house 
will sell to 50 or to 100 pharmaceutical manufacturers who remanu- 
facture the products. 

Now, as a minor incident to their business, they also supply small 
bulk packages which are predominantly used in retail drugstores as 
ingredients in prescriptions. We provide in our regulation that, for 
example, if I am a drug manufacturer, and | am shipping from my 
plant to another manufacturing plant, I don’t have to put on all of 
this labeling. That would be wasteful. They can just state “For 
manufacturing purposes only.”’ 

If a drug is, in fact, exclusively used in a retail drugstore to manu- 
facture prescriptions, there is no point in putting it on there because 
it will all be used in prescriptions. 

The other day a witness testified that pound packages of chalk 
were used pretty largely to fill prescriptions. We know Mr. Warnick 
very well, and talked to him after the hearing. He told us that in 
his locality people buy that product by the pound, and they use it to 
brush their teeth and to correct sour stomach. 

Well, that package ought to have the full directions for use on it. 
I don’t think that it is as important for us to put our enforcement 
money into that as it is to go after these very dangerous situations. 
But, nevertheless, that drug, if it is sold in pound packages ought to 
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have directions for its use on it; and the seller shouldn’t have to mak 
them up himself in his retail drugstore. 

Mr. Hesetton. Does it actually have the effect of relieving th 
manufacturer of liability? 

Mr. Larrick. Well, {| wouldn’t think that in the case of chalk ther: 
is much liability; but it would certaraly put the responsibility on thi 
pharmacist of berag liable to us if the claims are wrong. Certainly 
it would transfer the liability there. 

The retail pharmacist is not as-well equipped to know precisely 
what labeling should go on all of the drugs in his store as is the larg 
manufacturer with a competent staff dealmg with the relatively fewe 
items they make. 

Mr. Hesevron. I don’t know whether anybody asked this question 
but have you considered the bill im the light ef- the additional duties 
and additional expenses involved? 

Mr. Larrick. Yes; we have considered that. We now get 3% cents 
per person per year to enforce the law, and we will work it out with 
the Appropriations Committee to get as much money as they are will- 
ine to give us. The better the law, the better job we can do with 
whatever amount of money they give us. 

Mr. Hesetron. I might warn you that you will probably have to 
deal with more than the Appropriations Committee. 

Mr. Douutver. There is ove thing I want to clear up in my mind, 
a matter that is contamed im your statement. I was called out, and 
perhaps this subject has been already covered. You mentioned the 
fact that there are some beauty parlors using X-ray machines. 

Mr. Larrick. That is right. 

Mr. Dotutver. Do you have authority to control that now? 

Mr. Larrick. Yes, sir. You gave us that authority in 1938 when 
you defined therapeutic devices. The same requirements generally 
with respect to use and satety apply Lo therapeutic devices as to 
drugs. 

We didn’t have that until this committee put that into the bill 
in 1938. 

Mr. Hetuer. I don’t know whether Congressman Wolverton asked 
this question. I had to leave to use the telephone. Do you think 
the medical profession should be invited to testify on this bill? 

Mr. Larrick. | certainly do, but we don’t want to see the bill 
delayed any longer than necessary. 

Mr. Wotverron. So that there will be no question about it, | 
would suggest that the chairman communicate with them and indi- 
cate the desire of the committee so that they will either say ‘Yes’ 
or “No” and give their reasons. 

I have one further question, one that has bothered me considerably 
because I can see two sides to it. That is the right to telephone 
prescriptions. I have heard the arguments in favor of it such that 
it is necessary in rural areas where distances enter into it and where 
emergencies arise which make it necessary that they call quickly. 

On the other side, there has been the feeling within myself as to 
whether we can pin down the responsibility in a case where it works 
out disastrously as to just what the prescription was, whether it was 
actually given or not. 

Now, suppose a prescription comes over the telephone and that 
subsequently, within 24 hours or 48 hours or 72 hours, whatever the 
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committee decides on, that doctor says, “No, I didn’t send such a 
prescription to you,” or “I didn’t give it to you just that way.”’ 

How could you fix the responsibility in a case of disaster? Do you 
have any such cases that come to your attention? 

Mr. Larrick. We have had some. 

Mr. Wotverton. The case | mentioned the other day as an illus- 
tration was a written prescription, but the writing was not distinct. 
As I have noticed doctors’ prescriptions, I have a great deal of respect 
for the druggists’ ability to read them sometimes. In year case the 
ending of a word made all the difference between life and death 
and it this case it meant death. | am just wondering about this: In 
that case, if the prescription had been viven over the telephone and 
death had resulted, certainly the doctor wouldn’t come in and say 
that he hatl prescribed it because it evidently would have been a 
mistake on some body’ S part 

Whether if would have been the mistake of the doctor In not w yrding 
it, in not telling it correctly, or whether it would have been the mistake 
of the individual druggist in not reading it correctly would remain to 
be seen. It would be either one case or the other, at anv rate. 

Now, how would we hold down to some degree the responsi ibility 
of the doctor in the prescription that he gives if it is given to the 
druggist over the telephone? 

Mr. Larrick. Of course, the committee has the power, I presume, 
to require the doctor to keep a copy of the prescription in his own 
office. Whether that would be a practical thing to do or not and 
whether it would defeat the bill or not, I don’t know. 

Our own personal judgment is this: We have given a great deal of 
thought to this matter. In dealing with the harm that does flow from 
prescriptions, we find that rarely has a paramacist had a misunder- 
standing with the doctor about what the prescription is. They teach 
them in the pharmacy schools, and when the pharmacist takes this 
prescription over the telephone, he writes it down. Then when the 
doctor has finished, the pharmacist reads it back to him, as a witness 
testified the other day. 

Now, the great bulk of the pharmacists are honest -_ conscientious, 
and they are going to do it without danger. There is going to be an 
occasional accident; but, in our opinion, the greater se is to let them 
have telephone prescriptions for ordinary drugs so that, for example, 
when a child is sick in the middle of the night and the doctor has seen 
the child in the daytime and knows something about what the condi- 
tion is, and the mother calls up, the doctor can call the drug store in the 
vicinity and have the medicine there in very brief time. 

There are just hundreds of similar illustrations where the public 
rood is in that direction. 

Our reservations, the reservations of the Food and Drug Adminis- 
tration, go more particularly to the type of drug that people have a 
craving for, the sleeping pills, and things like that. We are afraid of 
oral pres riptions unconfirmed. We would like to see written pre- 
scriptions for those drugs. But perhaps that would put too much of 
a burden on the ordinary patient. 

We are willing to go along with the oral prescription knowing that 
the House Ways and Means Committee is very seriously considering 
the barbiturate problem, hoping that they will be able to either make 


special se Aa for the barbiturates or will decide that they cannot 





116 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


do it or do not want to do it under the tax construction and send it 
back here for consideration. 

With that one reservation, we think the public good will be best 
served by allowing telephone prescriptions. I can assure you that, if 
we find that our judgment is wrong and that public harm from it 
outweighs the good, we will be back up here trying to get further 
changes. 

Mr. Wotverron. I fully appreciate the necessity that exists for 
some practice of that kind to be pursued; but, on the other hand, |] 
would like to see some kind of provisions adopted which would give 
greater assurance after it has been done that they have both under- 
stood each other. I do not. know just what kind of provision you 
could write into the bill in that respect. I do not think the provision 
permitting them to send in confirmations within 72 hours ‘would meet 
the situation because in the case that I had in mind death had resulted 
by that time, and it was not a case of confirmation. 

We could decide for ourselves just what the evidence might be on 
either side. 

Mr. Larrick. That is right. Your judgement is just as good as 
ours. 

Mr. Becxwortu. Mr. Chairman. 

The Cuarrman. Mr. Beckworth. 

Mr. Beckwortu. Suppose a manufacturer was making a given 
product, such as sulfur ointment compound. 

Mr. Larrick. I did not get that. 

Mr. Beckwortu. I said, suppose a manufacturer was making a 
given product such as sulfur ointment compound, which was the subject 
of one of the exhibits yesterday, and that the manufacturer Jabeled 
one part of that, going to a certain area of the country, as being 
subject to prescription use only and then sent another amount to 
another section and didn’t put such a requirement on it 

Mr. Larrick. One of those would be illegal. 

Mr. Beckwortu. Have you found much of that occurring? 

Mr. Larrick. No; I don’t think that very often happens for the 
simple reason, as I say, that usually a firm’s business drive is toward 
the proprietary field or the drive is toward the doctor’s field. 

Mr. Becxworrn. But if that did occur, one of them definitely 
would be in violation of the law? 

Mr. Larrick. Yes. Our problem is that we just don’t have facilities 
to make so many cases all at one time. 

Mr. Beckwortu. To what extent do you feel that the law now 
defines what drugs must be labeled for prescription sale only and those 
which do not have to be? I have not been clear on that. 

Mr. Larrick. The regulations refer to that, Mr. Beckworth, only 
in general terms. It says that a drug is entitled to bear the prescrip- 
tion legend if it cannot safely and efficaciously be used by a layman 
without medical supervision. It defines it in general terms. That 
leaves it in a situation where one firm may reach one conclusion and 
another firm may reach another conclusion. 

Mr. Dunn this morning seemed to find a difference in the wording 
that we had used in our regulation as contrasted with the wording that 
is in this bill. In our thinking, the two sets of words mean exactly 
the same thing. If anyone thinks differently and can choose words 
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that more precisely state the meaning, why, that would be a very 
desirable thing. 

Mr. Beckwortu. You people are regarded as experts in your field. 
If it is that difficult to do, do you feel that it might be an impossibility 
to label drugs accurately? 

Mr. Larrick. Do you mean by the layman? Are you talking 
about the committee? 

Mr. Beckwortu. The committee or anybody else. I am trying to 
contrast the situation that confronts experts who-are having such 
difficulty with anybody who might not be considered an expert. 

Mr. Larrick. You see, the bill does not ask the committee to set 
up a list. The committee is being asked to set up a procedure by 
which the best experts in the country would come in and testify before 
us, and then we would state our opinion on the basis of all of that 
testimony. We would resolve all of those questions through these 
formal hearings. 

Mr. Beckwortu. I recognize that a hearing was to precede the 
classification of any particular drug. 

That is all, Mr. Chairman. 

Mr. Heiter. May I ask one more question that seems to be 
bothering me a little? 

The CHarrman. Certainly. 

Mr. Hevuier. Mr. Larrick, I believe Mr. Wolverton asked you 
whether, under the bill, the Administrator would be able to determine 
which drugs may be sold over the counter and which are to be sold on 
a prescription basis only. Your answer was what to that? 

Mr. Larrick. Initially all drugs are required to bear adequate 
directions for use. That means that they are all for sale over the 
counter. Now, the Administrator carves out of that group, through 
this regulation, the ones that must be sold only on prescription. 

Mr. Hetver. Then under the bill the manufacturer could not sell 
restricted drugs over the counter. Is that correct? 

Mr. Larrick. That is correct. 

Mr. Hetuer. Can it be put as tersely as that? 

Mr. Larrick. That is exactly right. 

Mr. Heiter. Is that a correct statement? 

Mr. Larrick. You have it right on the head. 

Mr. Hetuer. Now, under the bill the manufacturer, however, may 
sell over the counter drugs for resale on prescription only? 

Mr. Larrick. No, sir; not under the bill. 

Mr. Hetier. Not under the bill? 

Mr. Larrick. Not under the bill. That would be an offense. He 
would have to put full and complete and adequate directions for use 
on that article. When it got to the retailer, he could dispense it on a 
prescription, but it could not move in interstate commerce unless it 
had labeling on it which would make it legal for the pharmacist to 
sell it over the counter without a prescription. 

Mr. Heutxier. Thank you, sir. 

The CHarrMan. Thank you, Mr. Larrick. 

Mr. Larrick. Thank you, Mr. Chairman and gentlemen of the 
committee. 

The CuarrmMan. Mr. Robert P. Fischelis is our next witness. 

Mr. Fischelis, will you give vour name, your residence, and your 
representation to the reporter for the record. 
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STATEMENT OF ROBERT P. FISCHELIS, SECRETARY AND GENERAL 
MANAGER, AMERICAN PHARMACEUTICAL ASSOCIATION, 
WASHINGTON, D. C. 


Mr. Fiscneris. Mr. Chairman and members of the committee, I 
am Robert P. Fischelis, secretary and general manager of the Ameri- 
can Pharmaceutical Association, with offices in Washington, D.C, 

[ would like the privilege first, of filing for the record a statement 
by Dr. Hugo H. Schaefer, chairman of the committee on legislation 
of the American Pharmaceutical Association and dean of Brooklyn 
College of Pharmacy, which states some of our objections to H. R. 
3298. It is possible that these objections may be met in the antici- 
pated ruling to be issued under the present act by the Federal Security 
Administrator 

Dr. Schaefer points out that if a satisfactory ruling is issued, it will 
be unnecessary to pass H. R. 3298; and he therefore makes the request 
that action on this bill be postponed until the administrative ruling 
has been handed down. 

Mr. Hetter. Is that a pending case you are talking about? 

Mr. Fiscueuts. Yes. It is the ruling that Mr. Ewing referred to 
in his testimony on Tuesday. 

Now, the bill, Dr. Schaefer points out, proposes to give the Food 
and Drug Administration the power to designate which drugs shall 
bear the prescription legend after hearings have been held. The 
implications inherent in this step are of tremendous significance. It 
would give the Food and Drug Administration control over the con- 
duct and policies of drug manufacturers as well as retail pharmacists, 
vastly beyond that required for preserving public health, welfare, and 
safety. 

As he states, there is no need for such a legislative step. He further 
requests that the association be given an opportunity to submit addi- 
tional argument and information following the promulgation of the 
ruling. 

That is the statement we would like to submit for the chairman of 
our committee on legislation. 

(The statement referred to is as follows:) 


STATEMENT OF Huco H. ScHAEFER, CHAIRMAN, COMMITTEE ON LECISLATION, 
AMERICAN PHARMACEUTICAL ASSOCIATION, WASHINGTON, D. C. 


The American Pharmaceutical Association on August 31, 1950, filed a request 
with the Federal Security Administrator for a formal hearing and a resulting 
directive or regulation in respect to the whole matter of the condition upon which 
physicians’ prescriptions may and may not be refilled. This request was submitted 
because of the need for clarification of interpretations of the present Food, Drug, 
and Cosmetic Act which had been issued by the Commission of Food and Drugs 
in speeches, magazine articles, and interviews but not in the Federal Register 
which is the authoritative organ of the Government for the promulgation of official 
rulings. 

Although the Food and Drug Administration opposed the request of the Amer- 
ican Pharmaceutical Association for an official ruling and for a public hearing, the 
Federal Security Administrator conducted an informal conference on the subject 
in his office on October 5, 1950. 

On December 5, 1950, the Administrator released a statement to the press and 
issued a proposed ruling which was published in the Federal Register with the 
request that comment thereon be submitted to him within 30 days. 

Comment was submitted by the American Pharmaceutical Association and 
others within the period prescribed, and we have been waiting patiently ever since 
for a final determination of this important matter. 
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If the final ruling to be issued on this subject meets the need of the medical 
and pharmaceutical professions for a practical interpretation of the present law 
and works no unnecessary hardship on the patients of medical practitioners and 
the practitioners of medicine and pharmacy themselves, the legisiation proposed 
in H. R. 3298 would seem to be unnece sary. 

If, on the other hand, the anticipated regulation does not meet the needs of 
the present situation it becomes very important for this committee to give careful 
consideration to the argument presented by the secretary of the American 
Pharmaceutical Association in another statement to be filed with the committee. 


This statement will point out the necessitv for certain changes in H. R. 3298 i 
the legislation is to accomplish the objectives sought by practicing pharmacists 


and phvsicians in this important matter. 
With respect to H. R. 3298, the American Pharmaceutical Association is 


therefore in the position of approving tit obiectives 


but disagre i? yr W th the 
proposed Ine thod of accomplis! ing t he m he cause they pl: ce 
ipon the professions and patients involved 

This bill proposes to give the Food and Drug Administration the power to 
lesignate which drugs shall bear the prescription legend after hearings 
held, The implications inherent in this step are of tremendous significa 
would give the Food and Drug Administration control over the conduct and 
policies of drug manufacturers as well as retail pharmacists, vastly beyond that 
required for preserving public health, welfare, and safety 

There is no need for such a legislative step. The present Food, Drug, and 
Cosmetie Act in Regulation 1.106 gives the Food and Drug Administration all 
the power it needs in order to protect public health and designates in detail under 
what conditions and for which drugs a prescription legend is required. It limits 
the use of the prescription legend to only such drugs as meet these conditions. 
This regulation definitely states that prescription legends may only be used on 
the labels of 

“Such drug or device, because of its toxicity or other potentiality for harmful 
effect or the method of its use or the collateral measure necessarv to its use, is 
not generally recognized among experts qualified by scientific training and experi- 
ence to evaiuate its safety and efficacy, as safe and efficacious for use except by or 
under the supervision of a physician, dentist, or veterinarian.” 

It is true that there may be certain border-line instances in which the experts 
referred to in the regulations will vary in their opinions. Such instances, however, 
are rare and the manufacturers always have the right to seek and to ask for a 
determination from the Food and Drug Administration in such cases. If this 
paragraph were properly enforced there would be no problem whatsoever, con- 
cerning drugs bearing the prescription legend 

This provision in H. R. 3298 is impractical since it would be literally impossible 
for the Food and Drug Administration to hold hearings, make determinations, 
and publish a list of the 30,000 or more drugs which are now on the market. It 
would be far better to continue to allow the manufacturer to make his own deter- 
mination as to the proper use of the legend but always within the scope of the 
regulatory provisions of the law. 

As far as refilling of prescriptions is concerned H. R. 3298 presumably would 
allow no latitude whatsoever as to the use of a pharmacist’s professional judgment. 
There are many instances in which sufferers from chronic conditions, well ac- 
quainted with the medication which was prescribed for them, might need emer- 
geneyv quantities of drugs at times when it is impossible for them or for the phar- 


‘ 


macist to contact the physician. 

The present law includes provisions sufficiently broad to take care of all abuses 
which might occur in the refilling of prescriptions. It is merely necessary for the 
Food and Drug Administration to issue regulations which would stop these abuses 
without, however, completely taking away the pharmacist’s professional judg- 
ment and vastly adding to the cost of medical care. The American Pharmaceu- 
tical Association has asked that such regulations be issued and they are now 
presumably in the process of completion 

We therefore request that no action be taken on this bill until the administra- 
tive ruling on the subject covered therein is issued by the Federal Security Adminis- 
trator, and we respectfully request the opportunity to submit further comment 
when the ruling has been issued. 

Mr. Fiscuetts. I would like to preface my own statement, Mr. 
Chairman, with this note: Although we shall take issue with some 
aspects of the proposed legislation, I would like to record our high 
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regard for Congressman Durham, the sponsor of this bill, who has 
been an honorary member of the American Pharmaceutical Associa- 
tion for many years, and who, as a former practicing pharmacist, has 
the interest of pharmacists very much at heart. 

I am sure that Mr. Durham would not be averse to having his bill 
amended in such manner as to meet some of the objections we are 
about to raise. 

Likewise, it is a matter of some regret to us to have to differ so 
strongly with the Food and Drug Administration on their new concept 
of the regulation of the practice of medicine and pharmacy. This is the 
first time in our memory that we have not been on the same side of an 
argument with the Food and Drug Administration with respect to 
interpretation or amendment of the Food, Drug and Cosmetic Act. 

We are mindful of and we commend highly the splendid work which 
the Administration has done and is doing to uphold standards of 
purity for drugs, but we believe that they are now embarking on an 
unnecessary enforcement activity which goes to the very heart of the 
problem of keeping the professions dealing with the public health 
free from unnecessary regimentation by the Government. 

The American Pharmaceutical Association, of which I am secretary, 
and for which I speak, is the oldest and most representative national 
pharmaceutical association in America. Organized in 1852, nearly 
100 years ago, it has been in continuous existence since then and 
numbers among its members the leading practitioners in every phase 
of the pharmaceutical profession and the drug industry. Its members 
practice their profession in retail establishments,, in hospitals, in 
manufacturing laboratories, in colleges of pharmacy, in the medical! 
facilities of the Armed Forces, the Public Health Service, research 
institutions, and other places requiring professional pharmaceutical 
services. 

The house of delegates of the association which considers and de- 
velops the policies for the profession of pharmacy is made up of repre- 
sentatives of every State pharmaceutical association in the United 
States and practically all national associations. It is a thoroughly 
democratic body. 

I have with me, Mr. Chairman, a publication known as the Special 
Supplement to the Scientific Edition of the Journal of the American 
Pharmaceutical Association for January 1951, which gives our com- 
ple te list of active = ‘mbers, our code of ethics, certificate of incor pora- 
tion, constitution, bylaws, a brief history and summary of the activi- 
ties of the association, bel other data. If you would like to have 
copies of this public ‘ation, we have them here for distribution. 

It is estimated that upward of 375,000,000 prescriptions are filled 
in the United States annually, and the most recent authentic prescrip- 
tion surveys indicate that between 35 and 40 percent of these pre- 
scriptions are refills. 

About 16 percent of the prescriptions are not refillable by law, that 
is, they contain narcotic, hypnotic or dangerous drugs, prese riptions 
for which may not be refilled under existing Federal and State laws. 
In less than 2 percent of the prescriptions covered in the survey did the 
prescriber specifically indicate that the prescription was not to be 
refilled. 

The survey on which the foregoing figures are based was made as a 
part of the pharmaceutical survey sponsored by the American Council 
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on Education and covered 38 States and the District of Columbia, and 
was participated in by 220 pharmacies. About ‘75 percent of the refill 
prescriptions were written less than 1 year prior to the date of refilling. 

While we do not have accurate figures on the subject, we believe it 
to be a fair statement that the major portion of prescriptions filled in 
the United States today are filled by members of the American 
Pharmaceutical Association. This association includes in its member- 
ship practically all pharmacists functioning in hospitals of any size, 
and it includes in its membership all of the members of the American 
College of Apothecaries, the members of which organization devote 
their time and facilities almost exclusively to prescription practice. 

One of the objectives which led to the organization of the American 
Pharmaceutical Association in 1852 was the improvement of the 
quality of drugs and the detection and prevention of drug adultera- 
tion. We advocated the passage of the Food and Drug Act of 1906 
and the Food, Drug, and Cosmetic Act of 1938 which the bill before 
you now seeks to amend. 

When we advocated the passage of the existing law, we were under 
the impression—and so was the medical profession—that it did not 
and would not interfere with the dispensing of prescriptions of medical 
practitioners. For more than 10 years after the passage of the act, 
there was no interference by the Food and Drug Administration with 
the legitimate dispensing of such prescriptions. 

Suddenly,-in October of 1948, out of a clear sky, there came a 
pronouncement by the Commissioner of Food and Drugs that no 
prescription written by a medical practitioner which had once been 
filled was refillable by the pharmacist. It made no difference, he said, 
what the prescription called for—it simply was not refillable. If the 
prescription called for bicarbonate of soda or aromatic spirits of 
ammonia or a simple cough sirup and the patient asked the pharmacist 
to refill it, the request would have to be denied unless the pharmacist 
wanted to risk criminal prosecution. In the same pronouncement 
which, incidentally, was not in the form of a ruling but consisted of an 
interpretation of the law given as a part of a speech to the National 
Association of Retail Druggists; it was stated that the pharmacist 
could sell the contents of any prescription in an over-the-counter 
container, if it was a product which could be labeled with adequate 
directions for self-medication. In other words, the pharmacist was 
prevented from refilling a physician’s prescription for his patient but 
was encouraged to disclose to the patient what the physician had 
prescribed and to substitute for the physician’s directions other 
so-called adequate directions for use, which might very well differ 
from those originally given by the physician. 

Later, and again not in the form of a ruling, but in an article in a 
drug journal, the Commissioner stated that a physician’s prescrip- 
tion is like a check on a bank. Once it has been ‘cashed,’ it cannot 
be “cashed” again. 

The resulting confusion in the profess'‘on became so great and the 
requests for a definite ruling and clarification of the law so numerous, 
that the Commissioner was moved to state in an interview reported 
in another drug journal that the administration would net prosecute 
those who refilled prescriptions for drugs which can be purchased 
over the counter but that prescriptions calling for drugs labeled to 
be supplied only on prescription could not be renewed. The reason 
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given for this interpretation was not that it was lawful but that th 
administration did net have sufficient funds to enforce the origina 
interpretation. 

The sponsors of H. R. 3298 originally sponsored a bill which Mi: 
Durham introduced by request in the Eightieth Congress and whic] 
repealed all reference to control over prescriptions of medical prac 
titioners in the Food, Drug, and Cosmetic Act. Emphatic protest 
was registered to this legislation by the Food and Drug Adminis 
tration, and its passage was not pressed. 

The amendments introduced by Mr. Durham in the Eighty-first 
Congress and the current H. R. 3298 appear to have the blessing of 
the Food and Drug Administration. 

We believe that the present act can and should be interpreted te 
meet the fundamental objection to the present official interpretation 

In the meantime, as Mr. Ewing pointed out yesterday in his testi- 
mony, the American Pharmaceutical Association made a formal re 
quest for a hearing and a resulting ruling on the conditions under 
which physicians’ prescriptions may and may not be refilled. Ws 
made this request in the hope that the Administrator would thus securs 
sufficient information and advice on the basis of which a ruling could 
be issued under the present act which would take care of the confusion 
that had arisen as a result of the Commissioner’s speech. 

[ may say, Mr. Chairman, that our request for the public hearing on 
this subject, to which the medical profession, the pharmaceutical pro 
fession, the manufacturers, consumers, and all others interested might 
have been invited to air their views on this subject was opposed by the 
Food and Drug Administration and also by the National Association 
of Retail Druggists in a conference held in Mr. Ewing’s office on Octo- 
ber 5, 1950, and the hearing was later denied. 

A tentative ruling was issued by the Administrator on December 5, 
1950, with 30 days allowed for comment from those concerned but 
no final ruling has been issued. Mr. Ewing indicated last Tuesday 
that the anticipated ruling under the present act would probably 
cover the major points at issue satisfactorily, but apparently the Food 
and Drug Administration wants additional power in other directions 
in return for a sane and common sense interpretation of the prescrip- 
tion refill provisions of the act. 

Let me illustrate just what is at stake here. Assume that you o1 
one of your constituents does a good deal of traveling by rail or plane. 
You have complained to your physician that you cannot sleep or that 
you are subject to motion sickness while traveliag and he has pre- 
scribed an appropriate sedative or somaifacient drug for your special 
needs. You are to take the prescribed medicine only when you 
travel and according to the physician’s directions on the label of the 
prescription, and you keep it in your travel bag. On the next trip 
you note at the last mioute that you have only one tablet left in th 
vial, and so you call your pharmacist, tell him the number of the 
prescription and ask for its renewal. Even though he knows you 
personally and has filled the prescription for you at intervals with full 
knowledge of its purpose, the Food and Drug Administration says 
today that you cannot have the prescription refilled without goiag 
back to the physician and getting a new written prescription. But 
even if you go to the doctor and have him diagnose your case all ovel 
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again and he prescribes the same drug and telephones the prescription 
to your pharmacist, it is a criminal offense for the pharmacist to take 
that prescription over the telephone. Now does H. R. 3298 correct 
this situation? It does so only to the extent of permitting the 
physician to telephone the prescription. You would still have to 
locate him on the spur of the moment and get his authority for the 
renewal, unless the prescription calls for a drug which can be sold also 
without a prescription. 

Let us take another example. You or one of your constituents 
have an elderly member of the family who is under the care of 
phy siclan and requires a maintenance dose of a given heart tonic 
which is supplied to pharmacists with a label reading “to be dispensed 
only on the prescription of a physician.’’ The physician calls on the 
patient occasionally or the patient keeps in touch with him by tele- 
phone or through an occasional office visit and the patient is told to 
continue with the medicine. The present law, according to the 
Food and Drug Administration, does not permit the prescription to 
be refilled and if the pharmacist should fail to obtain a new prescrip- 
tion each time the patient requires the medicine, he is liable to crimi- 
nal prose cution. Does H. R. 3298 correct this situation? It does so 
only to the extent of permitting the physic ian to telephone the pre- 
scription in the first instance and to order its renewal by telephone. 
It does not permit the patient to obtain a renewal of the prescription 
without the physician’s personal intervention, even though he has 
ordered the patient to continue with the medicine. Do you think 
your peti Mea want that kind of restriction placed upon them- 
selves or upon their neiossacsenie Do you think they want to put 
up with that kind of inconvenience? Would you personally want to 
be so inconvenienced? 

What kind of people are we dealing with in this matter of prescrip- 
tion writing and dispensing? They are not uneducated, irresponsi- 
ble and incompetent persons. On the contrary, the physicians and 
pharmacists of the United States are conscientious, highly respected, 
and well educated men and women who have been licensed by the 
several States to practice medicine or pharmacy and to meet in a 
highly skilled and professional manner the very problems which the 
Food and Drug Administration is endeavoring to solve, by imposing 
burdensome and totally unnecessary regulations. 

The practice of the healing arts is regulated by the States under their 
police power and it is regulated well. It is not a function of interstate 
commerce. The voluntary cooperation of the medical and pharma- 
ceutical professions has aided greatly in the splendid enforcement 
record of the Bureau of Narcotics and other agencies dealing with 
poisons and dangerous drugs. 

Ours is a Nation wRich prides itself on its system of free enterprise. 
If you or I should discover or produce a drug which has valuable 
healing properties and we believe that, even though it is perfectly safe 
and harmless if used properly, its therapeutic action is such that it 
should be used only with proper med lical advice, why should we be 
compelled to label it for self-medication? That is what the Food and 
Drug Administration is attempting to compel manufacturers to do in 
H. R. 3298 

Obviously, anv drug offered for sale for self-medication should carry 
on its label adequate directions for use but when the drug is intended 
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for use only on the prescription of a medical practitioner, the pre- 
scription should carry the practitioner’s directions to his patient. 
H. R. 3298 sets the Food and Drug Administration up as the judge of 
which drugs should be supplied only on prescription and which should 
be supplied freely to anyone. It takes from the producer and from 
the professions any authority to retain a drug in the category of 
therapeutic agents to be supplied exclusively on prescriptions. We 
do not believe that the people want any Government agency to dictate 
to the professions what shall or shall not be “prescribed medicine.”’ 

The present act v1ves the Administration unlimited power to compel 
manufacturers to label drugs properly without regulating the practice 
of medicine and pharmacy. The administration does not need the 
provisions of H. R. 3298 to protect the public health. 

Over the years the practitioners of medicine and pharmacy have 
developed a procedure in the prescribing and dispensing of medicines 
which goes farther than any Federal or State law or regulations can 
go in the protection of the public. 

Physicians from the time they began writing prescriptions in Latin 
have used the letters N. R. which stand for non repetatur (do not 
repeat) on their prescriptions whenever they did not want the pre- 
scription to be subject to renewal. Pharmacists from the time they 
began filling prescriptions have honored the directions of the physician 
and followed them literally. This relationship still prevails. Both 
professions have a code of ethies which, with few except ions, Is followed 
by the practitioners. Furthermore, relations between members of 
these professions are such as to assure complete understanding of 
how prescriptions are to be handled. The requirement to supplement 
a telephoned prescription with a written confirmation within 72 
hours is completely unnecessary and would merely add an unenforce- 
able requirement to the many regulations already in existence. 

Consider the case of a pharmacist who fills 100 prescriptions per 
day. According to the surveys already referred to nearly 40 of these 
would be refills. Under the interpretation of the present act and the 
proposed H. R. 3298 this pharmacist might have to make as many as 
40 contacts a day with prescribers to verify their authorization of 
refills. He would also have to develop a bookkeeping and follow-up 
system to assure the filing of confirmations of these prescriptions 
within 72 hours. This activity would probably require an additional 
employee and would certainly be reflected in prescription costs. 

Considerable comment has been made and more will probably come 
from representatives of the FDA at these hearings to the effect that 
the refilling privilege with respect to barbiturates has been abused. 
The American Pharmaceutical Association has given serious study to 
this problem and sponsored a conference on_it several years ago. 
We hold no brief for the promiscuous prescribing or dispensing of 
barbiturates but we feel that it is a problem to be handled at the 
State level. We joined the National Drug Trade Conference in 
sponsoring a uniform State barbiturate law which prohibits renewal 
of prescriptions for barbiturates and it has been enacted in a number 
of States. Our surveys show that today 45 States have separate 
laws to cope with this problem and in every case the renewal of 
prescriptions for these drugs is being banned. 

It will never be possible to anticipate all possible contingencies in 
the enforcement of so complicated a matter as the ramifications of 
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interstate commerce in drugs. There is so much enforcement work 
of importance to be done in this field as regards production, sts andard- 
izing, labeling, transporting and disposing of drugs at the manufa 
turing, wholesale and nonprofessional retail k ‘vels that the odenin- 
istration might be well advised to leave regulation of the professions 
and their dispensing of prescrptions to the professions themselves and 
to the properly constituted State authorities who are competent to 
deal with them. There is enough Federa! law now to permit cracking 
down, if necessary, on deliberate flagrant violators who cannot be 
handled at State and local levels. To accomplish this it is unneces- 
sary to annoy practitioners and patients alike by interfering with the 
established routine procedures of handling prescriptions and with the 
physician-pharmacist-patient relationship. 

The CuairMan. Are there any questions? 

Mr. Hesetton. Mr. Fischelis, 1 rather quickly read through Mr. 
Schaefer’s statement, and I confess that I am left a little confused 
about his position. He says on page 2 of his statement that the 
statement that you will present will point out the necessity for certain 
changes in H. R. 3298 if the legislation is to accomplish the objectives 
sought by practicing pharmacists and physicians in this important 
matter. 

He states further: 

With respect to H. R. 3298, the American Pharmaceutical Association is therefore 
in the position of approving its objectives but disagreeing with the proposed 
method of accomplishing them because they place an unnecessary burden upon 

» professions and patients involved. 

J have not understood from your statement that vou have made 
any recommendations for changes. Rather I have the impression 
that vou prefer to have this problem just left alone. 

Mr. Fiscue is. The part of H. R. 3298, which permits prescriptions 
to be telephoned, w ) savor. 

Mr. Hese.iron. ie 

Mr. FiscuHe is. We bel lieve, however, that it doesn’t go far enough. 
As cited in the illustrations in my prepared statement, there are cases 
which do not involve highly dangerous drugs where the actual tele- 
phoning of the prescription by the physician is unnecessary. 

For example, if vou are under the care of a physician and you see 
him and he tells you to have his previous prescription renewed, and 
f you go to the pharmacy and ask for a renewal of the prescription, 
and if the pharmacist asks vou, ‘‘Are you still under the care of the 
physician,” per vou say, “Yes,” that ought to be sufficient to indi- 
‘ate that it is an authorized renewal without having the pharmacist 
ro to the trouble of calling the doctor up to find out if vou are telling 
the truth or not or of having the doctor telephone the pharmacist to 


authorize the renewal which he has already authorized by telling the 


patient to have the prescription renewed. 

That is the part of H. R. 3298 which we think doesn’t go far enough. 
Now, as far as the matter a labeling of drugs is concerned, that is 
to set up an authority to divide them into two classes, we think that 
Is unnecessary, 

[ think I can clarify some of the things that have been said on that 
subject by telling you that pharmacists are educated people. 
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Mr. Hesetron. May I interrupt you there, please. I say this in 
all seriousness because I don’t know. I think I know what a druggist 
is and what a pharmacist is, but what is the difference between them? 

Mr. Fiscue ts. Generally speaking, we shorten the term “registered 
pharmacist” to “‘pharmacist.’’ A registered pharmacist has taken the 
prescribed course in pharmacy which is now a course of four years 
leading to the degree of Bachelor of Science in Pharmacy. He has 
had a certain amount of practical experience required by law. He 
has shown the State board of pharmacy that he is a man of good 
moral character, that he has had the required experience and college 
training. Then he takes an examination and is licensed by the 
State to practice pharmacy. 

Now, that license authorizes him to assume certain responsibilities 
We have very little patience with the idea that pharmacists should 
not exercise these responsibilities for which they have been licensed 
by the State. That is what the State licenses them for—to protect 
the public in the dispensing of drugs and medicines. I think that the 
very large proportion, certainly 95 percent or more, exercise that 
function properly. 

Mr. Hese.tton. I have no doubt about that. But how does he 
differ from a druggist? 

Mr. Fiscneuis. The term ‘druggist’? means one who deals in drugs 
We have wholesale druggists, retail druggists, and persons who are not 
registered pharmacists but who work under the supervision of a 
pharmacist. He may be a student of pharmacy or he may be a person 
who has never qualified fully as a pharmacist but works under the 
direction of a pharmacist. We think “pharmacist” is a term that 
should be applied only to those who are qualified by law to practice 
pharmacy. 

Mr. Hesettron. When Mr. Waller testified for the National Asso- 
ciation of Retail Druggists, | assumed that he was speaking for the 
pharmacists generally. Apparently I was under a misapprehension 
as to that. 

Mr. Fiscuetis. I think what Mr. Waller said ought to be corrected 
In one instance he was asked whether he spoke for all of the pharmacists 
of the United States. The National Association of Retail Druggists 
is an association of drug-store owners. The drug manufacturers 
associations—-we have three of them—are associations of manu- 
facturers. The American Pharmaceutical Association is the only 
association of a national character in which every pharmacist, regard- 
less of where he practices, whether he owns a pharmacy or drug store 
or is an employed pharmacist or the manager of a drug store, or 
whether he functions in the laboratory of a manufacturer, or whether 
he is teaching, rgardless of what pharmaceutical function he fulfills, 
is eligible for membership. It is like the American Medical Association 
for the general practitioners of medicine or like the American Bar 
Association for the lawvers. That is the distinction befween ou 
professional association and the trade associations in the industry. 

Mr. Heserron. Just one point on that. I would still like to get 
this clear: Does not the National Association of Retail Druggists 
conta’n a great many pharmacists? 

Mr. Fiscne.is. Oh, ves. 

Mr. Hesev_tron. Then there is a difference of opinion between 
pharmacists as to the merits of this legislation? 
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Mr. Fiscueuis. There is a difference of opinion to the extent that 
I have indicated. I think that we who have worked independently 
on this problem and who have had this proposed legislation presented 
to us as something that you are asked to approve are expressing our 
opinion on it as pharmacists. 

Mr. Hesei_ton. Mr. Wolverton wanted me to yield. 

Mr. Wotverton. | wanted Mr. Heselton to yield to see if I could 
help in drawing the distinction between the pharmacists and the 
druggists and the pharmacy and the drug store. I thought mayb: 
one dealt with medicines, prescriptions, and so on, while the other 
in addition dealt with toasters and umbrellas, and so on. 

Mr. Fiscueuis. Well, Mr. Wolverton, it so happens that the 
American people have practically determined what the modern 
drug store should be. They want professional pharmaceutical service 
in their neighborhood at a time when they need it. In order to get 
such service at that time, they have subsidized the pharmacy by 
purchasing other things there so that the proprietor can stay in busi- 
ness and give them a high-class professional pharmaceutical service 
when they need it. That is what it amounts to. 

You would not have in the United States ready at the command of 
the people in all parts of it this pharmaceutical service in upward of 
50,000 pharmacies, if you didn’t have these establishments dealing in 
some other things to keep them going. 

Mr. Wotverrton. Please don’t think that I was making any criti- 
cism. 

Mr. Fiscne.is. I just wanted to point out what the real situation is 

Mr. Wotverton. | had no thought of criticism. 

Mr. Hesexton. | think I interrupted you, and I wanted you to 
have an opportunity to make the record clear. You said that you 
did not think that the provision with reference to permitting the 
telephoning of prescriptions went far enough. I think vou had one 
or two other points in the bill that you wanted to comment on, either 
approving or disapproving. 

Mr. Fiscneuis. Yes. I was talking about the labeling of drugs. 
Now, there are manufacturers who are conscientious about wanting 
to get their products into the hands of the public only on a physician’s 
prescription. If that is what they want, and if they so label thei 
product, it does not seem to us that there is any good reason why 
they should not be permitted to do so. 

If manufacturer A makes a compound sulfur ointment, which was 
referred to before, and he says it is to be used only by or on prescrip- 
tion of a physician, that means to the pharmacist that it is a product 
he should dispense only on a prescription. If he has calls for a com- 
pound sulfur ointment to be sold over the counter, without a pre- 
scription, he can buy the product of a manufacturer who puts adequate 
directions for use on it and satisfy that need. 

There are certain manufacturers who started to be producers and 
purveyors of drugs for prescription use, and they have retained that 
position and want to retain it. I don’t think they ought to be pre- 
vented from doing so if they want to. 

Mr. Beckworrn. Will you yield right there? 

Mr. Heseiron. Yes. 

Mr. Beckwortu. With reference to the example you have just 
given about the ability to satisfy two different customers, do you 
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think that that inconsistency that exists—and it is an inconsistency 
in one sense of the word—is conducive to the public interest or not? 

Mr. Fiscneuts. I don’t see where it interferes with the public 
interest in the slightest because the pharmacist is, let us say, the 
purchasing agent for his community in medical materials, and he 
buys what they want and can safely use. 

Mr. Becxworrn. Do you think it is in any way confusing to the 
customer? 

Mr. Fiscueuis. [It couldn’t be confusing to the customer because 
all he can be sold is the package that has adequate directions for use 
on its label. ‘The customer doesn’t even know of the existence of 
two differently Jabeled products having the same composition. 

Mr. Beckwortu. Do you think that it is a good thing for such 
statements as you have heard even some of the committee members 
make where they have bought, through a prescription, a given item, 
having had to pay the doctor for the prescription and then having 
had to pay whatever the druggist charged to fill it, at the same time 
being told somewhere along the way, maybe afterward, that they 
could have bought it in a much more simple way and perhaps for 
less money? Do you think that is good for the drug business in 
genera!? 

Mr. Fiscnetis. I am putting it entirely on the basis of the public 
interest. Let us leave the pharmacist and his business out of it for 
a minute. If the patient himself, the person who is afflicted, goes to 
a physician, he is entitled to get the physician’s remedy in the form 
of a prescription. If he has confidence in the physician, he accepts 
that prescription and has it filled. 

If he wants to medicate himself and takes advice from a book or 
from a radio program or some other nonprofessional source and then 
buys the recommended product, that is his business. But he has to 
remember when he embarks on a program of self-medication that it is 
his responsibility all the way. 

Mr. Becxwortu. Well, it seems to me that what you are saving is 
that if a person proceeds in such a way, he ts actually making a mistake 
on his part. Isn’t it somebody else’s business to try to be as sure as 
possible that he iS proceeding properly ? 

Mr. Fiscueuis. I don’t think it is any mistake for a person to go to 
a physician when he is ill. 

Mr. Beckwortru. As I understood your statement, you indicate 
that in that instance he should know better than to assume an undue 
risk. 

Mr. Fiscueis. That is right. 

Mr. Becxwortu. I think that might be going a little far. There 
are a lot‘of people that may not be as wise as they should be, and 
the verv purpose of this act originally was to assist those, I believe. 

Mr. Fiscueis. You are talking now about the actual use of a 
product purchased for self-medication on the basis of somebody 
else’s judgment or their own 

Mr. BeckwortnH. | am talking about the atmosphere of confusion, 
onfused is blame- 


irrespective of whether the person who might be 
worthy or not, whether that is a good thing to exist within the industry. 
We will be glad to have you comment in any way you want as to 
whether you think that is a good thing. 
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Mr. Fiscueuis. A great deal of money is being spent by the United 
States Public Health Service and by the health departments of the 
various States to get people to understand that when they are ill 
or when they have symptoms of some kind that those symptoms may 
be signs of more serious difficulty and that they ought to go and see a 
physician. If they haven’t the money to go to see a physician, there 
are clinics where they can get attention. 

After they have had their diagnosis, the doctor prescribes for them. 

If they suffer from what they consider some simple ailment and 
want to treat themselves, they have to take that responsibility. It 
isn’t necessary for them to medicate themselves. 

Mr. Beckworrn. You don’t believe that in the instances where a 
person unwisely accepts the responsibility of doing that which is 
detrimental to him there ought to be some kind of corrective action 
taken? 

Mr. Fiscueuis. I don’t know what you mean by “corrective action.” 

Mr. Becxworru. I have been rather interested in your observation 
here that the person who goes to a doctor and gets himself a prescrip- 
tion is doing the right thing. 

Mr. Fiscue.is. That is right. 

Mr. Beckwortu. While the person who seeks to doctor himself 
and thereby suffers from it is just responsible. You are not trying 
to convey that as being a good thing to characterize the drug industry, 
are you? 

Mr. Fiscueuis. The drug industry has nothing whatever to do 
with the initiative that the individual takes about his illness. 

Mr. Becxwortrnu. They do not tell him to do that. But let us 
say that Mr. X makes the mistake of undertaking to doctor himself 
and gets the wrong thing. Do you think that should be of interest 
to us, the Congress, for example, or not? 

Mr. Fiscueuis. | don’t see how you can do anything about it. 

Mr. Beckworrn. Don’t you think the pure food and drug law did 
something about that general problem? 

Mr. Fiscueuis. Not a thing. 

Mr. Beckworru. You don’t? 

Mr. Fiscnetis. No. All that the food and drug law did was to 
protect that person after he started to medicate himself to make 
sure that the product he got was true to label and that the directions 
for use on there were adequate for the condition for which it was 
held out 

Mr. Becxwortn. You don’t think that the pure food and drug 
law struck at that general evil? 

Mr. Fiscuetis. Well, again I don’t know what you mean by the 
“veneral evil.” 

Mr. Becxworts. You know what we are talking about. You 
and I are talking about the general evil of a person not being able 
to take care of himself Because he doesn’t know any better in the 
use of food and drugs. 

Mr. Fiscue.is. All you have done is to fix it so that what he buys 
is in accordance with the label, and you have prot ected him by ade- 
quate directions for use and warnings against misuse. But you have 
not taken the initiative to care for him as far as his ills are concerned. 

Mr. Becxwortu. What has interested me in this was the state- 
ment here by Mr. Waller in which he gives some 14 or 20 exhibits 
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showing conflicts that take place when a given individual might be 
buying a given product. Now, is it your thought that what is cited 
in those exhibits is not conducive to confusing the general public? 

Mr. Fiscue is. That is only confusing to the pharmacist. I think 
the only point that Mr. Waller made was that the labeling of these 
products was confusing to the pharmacists. 

Mr. Beckworrn. And you don’t think it tends to confuse the 
person who might be purchasing? 

Mr. Fiscnevis. No; because the person purchasing can legally 
only purchase something that has adequate directions for use on it. 
You have provided for that in the law. 

Mr. Beckworrn. That is all I have. 

Mr. Hesetron. I have several more questions. Incidentally, I 
don’t know whether you had completed your comments on this bill. 
I thought you hadn’t. 

Mr. Fiscueuis. Yes; I have completed them in the main. I do 
have one or two points which, if you don’t ask me about them, I 
would like to still stress. But I am ready for any questions that you 
might want to ask. 

Mr. Heseurton. I have a little difficulty in knowing what you want 

me to ask you. Perhaps you had better go ahead and talk on your 
own. . 
Mr. Fiscuetis. I believe I have said all I have to say with regard 
to the prescription legend at the moment. I do know that in the so- 
called border-line drugs it has been the policy of the Administration to 
make it possible to buy medicines without prescription. The latest 
example of this policy concerns the antihistaminic drugs where, al- 
though the antihistamines themselves are considered dangerous and 
can be supplied only on prescription, they did permit their marketing 
in restricted dosage forms. 

I point to that example simply to indicate that the present law does 
give the Administration a great deal of opportunity to meet such 
situations. 

I want to endorse the view expressed by Mr. Larrick when he said 
that he thinks, with respect to this labeling matter, the tendency 
would not be to increase the number of drugs to be supplied on pre- 
scription only but rather to increase the number of drugs which would 
be available without prescription because of the requirement to label 
them with adequate directions for use. 

Mr. Hesettron. Let me put the question in this way to you: Even 
though you have suggested deferring final consideration until the 
proper ruling comes down, have you prepared any alternative recom- 
mendations for legislation covering any of the fields that you think 
might possibly need some attention? 

Mr. Fiscueuis. We feel that if the desired result can be accom- 
plished by ruling under the present act, it won’t be necessary to have 
H. R. 3298. But if it cannot be done by ruling, then we would like 
to have eliminated from H. R. 3298 that portion which refers to the 
division of these drugs into the two classifications with the Food and 
Drug Administration set up as the agency to take care of making the 
classification. 

Mr. Hese.ton. Then the question of the ruling goes beyond the 
matter of Dr. Dunn’s statement? 

Mr. Fiscnetts. Yes; we think so 
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Mr. Hesetton. It covers other ground? 

Mr. Fiscnetis. We think it can be made to do so. 

Mr. Hesetton. I realize that this tentative or proposed ruling has 
been published in the Register. I wonder how long it is. 

Mr. Fiscueis. That ruling was published on the 5th or 6th of 
January, and we have been waiting for 

Mr. Hesettron. The 5th of December. 

Mr. Fiscueuis. The 5th of December; that is right. We had until 
the 5th of January to submit suggestions. 

Mr. Hesevron. That wasn’t my question. How long, how exten- 
sive is the proposed ruling? It runs several pages, does it not? 

Mr. Fiscueuis. Yes; but it is not much more extensive than the 
ruling which is already in effect under the present act. It is a revision 
of that ruling. 

Mr. Hesevtron. And we can get it from the register? 

Mr. Fiscueuis. Yes. 

Mr. Hesetton. One final question on that. Have you any opinion 
as to why the final ruling has not been issued? 

Mr. Fiscueuis. The only opinion I would have is that there is a 
difficulty with the extent to which the ruling is to meet the objections. 
Mr. Ewing said in his prepared statement that they were going to be 
able to provide for the telephone prescription, and that is what we 
have contended for and asked for. 

Mr. Hesevron. Do you think there is any connection between the 
lack of ruling and the fact that this bill is before us? 

Mr. Fiscueuis. There may be. 

Mr. Hesetron. I will let it go at that. 

Mr. Douutver. Mr. Chairman. 

The Cuarrman. Mr. Dolliver. 

Mr. Do.utver. | have in my hand this special supplement to the 
Journal of the American Pharmaceutical Association. I just want to 
make a few inquiries about the membership of your organization. 

Is it correct to say that the membership is all by individuals rather 
than by companies or corporations? 

Mr. Fiscue.is. That is correct. 

Mr. Do.utver. There are no corporate memberships? 

Mr. Fiscueuis. That is right. 

Mr. Dotutver. What is your relationship with the State pharma- 
ceutical societies? 

Mr. Fiscueuis. All of the State pharmaceutical associations are 
affiliated with us. They have representation in our house of delegates 
on the basis of the number of members of the American Pharma- 
ceutical Association in the respective States. For instance, the State 
of California, with more than 1,000 members, has five delegates, one 
for every 200 members. 

New York has an equal number. New Jersey has four, I believe, 
for some 800 members. 

It is the house of delegates that develops the policies of the associa- 
tion. 

Mr. Dotuiver. Well, now, I assume that—and if I am incorrect 
in this, please say so—I assume that your members may be employed 
either in the retail or the wholesale or the manufacturing end of the 
pharmaceutical industry? 

Mr. Fiscue.is. That is correct. 
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Mr. Doututver. In that way you differ from the National Retai 
Druggists Association, I take it? 

Mr. Fiscue.is. They are all drug-store owners. 

Mr. Dotutver. In that association? 

Mr. Fiscueuis. Yes. 

Mr. Dotutver. But not in yours? 

Mr. Fiscuenis. No. 

Mr. Douurver. Your membership covers all branches of the trade 
from the manufacturing to the final distribution to consumers? 

Mr. Fiscuetis. That is correct. About 75 percent of the mem- 
bership is made up of practicing pharmacists in retail pharmacies and 
hospitals: 1.6 percent are Government pharmacists; 3.2 percent ar 
teachers; 1.2 percent are wholesalers; 3.4 percent are manufacturers 
4 percent are research or control chemists. Then there are about 12 
percent who are in miscellaneous activities. That is to say, they may 
be drug-store owners or practicing pharmacists and also secretaries of 
State pharmaceutical associations or something of the sort. They 
have mixed employment. ‘Then in addition to the active members 
which number about 15,000, we have about 10,000 associate student 
members who are in the colleges of pharmacy today. That is mor 
than half of the student population in pharmacy colleges. They aré 
located in 66 colleges of pharmacy throughout the United States. 

Mr. Douuiver. Well, now, does your membership include thos« 
pharmacy practitioners or experts who deal in veterinary medicines 
and veterinary products? 

Mr. Fiscue.is. To some extent. 

1} 


Mr. Douuiver. I suppose that is a rather small minority, is it not? 
Mr. Fiscneiis. Yes. There are relatively few firms that specializ 


in veterinary remedies. Most of the larger manufacturing houses 
also make remedies for veterinary use. 

Mr. Dottiver. Would your membership include the people who 
deal or manufacture serums as distinguished from pharmaceuticals? 

Mr. Ris HELIS. Yes: if does. 

Mr. Dotuiver. I yield. 

Mr. Hy SELTON. | would like to make one request. I notice from 
Mr. Schaefer’s statement that the association submitted certain 
comments on the proposed ruling. Would those comments be avail- 
able so that we can have them? 

Mr. Fiscneuis. Yes; we will be glad to have that entered. 

Mr. Hesetron. Then you will supply us with that? 

Mr. Fiscue.is. I will be glad to supply that. 

Mr. Hesertron. I was referring to this pronouncement. 

Mr. Fiscue.uis. Yes; I understand. 

(The following information was later supplied:) 

ARNOLD, FORTAS AND PORTER, 
Washington, D. C., August 31, 1950. 
Hon. Oscar R. Ewinc, 
Administrator, Federal Security Agency, 
Washington, D. C 

Dear Mr. Ewinc: We, the undersigned, as attorneys for the American Pharma 
ceutical Association, respectfully ask for a formal hearing—and a resulting direc 
tive or regulation—in respect to the whole matter of the condition upon which 


physicians’ prescriptions may and may not be refilled. This request is made it 
the name of the association, of its 13,000 active and 10,000 associate members, 
and of the public whose health it is the very purpose of the Food, Drug, and 
Cosmetic Act to safeguard; and we feel sure that, after reading the reasons which 
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prompt this demand—as set forth in the paragraphs below—you will agree that 
such a hearing is imperative. It should be held at the earliest date consistent 
with due notice and the kind of preparation essential to a probing inquiry. The 
best time seems to be sometime between the Ist and the 15th of October. 

1. This request for a hearing is put forward, not in a hostile, but in a friendly 
spirit. The American Pharmaceutical Association is a professional, not a trade 
or industrial, association. Pharmacy, going back to the apothecary of old, ranks 
among the most ancient of our professions, Its exact training and its demand for 
‘competence on the part of its practitioners goes back to the Middle Ages. Its 
code of ethics since time immemorial has made the profession of pharmacy an 
instrument of the public health. In medical practice the pharmacist’s office is 
second only to that of the physician; in fact the success of the physician’s ministra- 
tions depends upon the complete integrity with which the pharmacist does his 
work. There is no need here to remind you of the support which the association 
and its members have given to the Food, Drug, and Cosmetic Act, and of their 
cooperation at all times with the officials in charge in an endeavor to make tl 
administration of that act a success. This, their first formal protest, is prompted 
by a genuine conviction that, in respect to the refill of prescriptions, the Food and 
Drug Administration is usurping a power not given to it by the act; that it seems 
to be giving effect to a policy which it has not formulated into a directive or a 


regulation; and that, as matters now stand, there is no authoritative statement 
guide pharmacists in the practice of their profession. Let us be specific. 

2. The Food, Drug, and Cosmetic Act.—which we shall hereafter refer to as 
the Act—is a code of law applicable within the domain of commerce among the 
the several States which, in the dispensing of drugs and medicines, aims to protect 
the public health. Section 502 of the act, especially subsections (b), (¢), and (e), 
contains provisions designed to secure the accurate labeling of all dispensed 
drugs. Section 503 (b) is concerned with prescriptions issued by licensed phy- 
sicians and sets down the conditions upon which such medicines, dispensed at the 
prescription counter, shall be exempt from the requirement of section 502 in 
respect to labeling. In plain and unmistakable language it recites that labels 
stating ingredients, amounts, and like information are not required if the phy- 
sicians issuing the prescriptions are properly licensed to administer such drugs 
and if the drugs dispensed bear labels containing the name and place of business 
of the dispenser, the serial number and date of such prescription, and the name of 
the prescribing physician. Such is the exemption from the requirements of sec- 
tion 502 (b) and (e). If, however, the drug belongs within a class which falls 
under the prohibitions of section 502 (d), the exception applies only to the original 
filling of the prescription; it does not apply ‘“‘in case such prescription is marked 
by the writer thereof as not refillable or its refilling is prohibited by law.’’ The 
Congress, in enacting section 503 (b) had in mind the custom which prevails in 
the medical professions in respect to refilling; the Congress is presumed to intend 
the plain meaning of its words. In respect to prescriptions marked “‘not to be 
refilled’”’ or those where refilling is prohibited by law, the Congress formally with- 
drew from the refill the exemption privilege. In respect to ordinary prescrip- 
tions, not containing proscribed drugs, the Congress made no such withdrawal 
of the exemption. The meaning of the statutory language is beyond perad- 
venture. 

3. Yet, in disregard of the accepted principles of statutory interpretation, the 
Food and Drug Administration has formulated—and has moved to put into effect 

an “interpretation” by which the exemption from labeling granted by section 
503 (b) is withdrawn from all refill prescriptions. Thus, in a widely circulated 
address before the National Association of Retail Druggists, Commissioner Paul 
B. Dunbar insisted that no prescription should be refilled except by the will and 
purpose of the prescribing physician, which must be attested in writing. In 
supplement thereof, Mr. Edgar A. Reed, an official of the Food and Drug Adminis- 
tration, in an article entitled ‘“‘Refilled Prescription Cases,’’ reiterates that a 
prescription is a single order and is not to be refilled. Even as mere expressions 
of personal views, such utterances from high officials have something of a manda- 
tory quality with pharmacists in general and are taken for something more than 
unofficial interpretation of the law. But in a number of ways and by diverse 
means—for which there is no space here but which the association is prepared 
to present at a formal hearing—the Food and Drug Administration has caused it 
to be generally known that the statements of Dr. Dunbar and Mr. Reed represent 
its official view. 

1. It is true that as yet these views have found expression in no official directive 
rregulation. It is also true that as vet no proceeding has been instituted against 
a pharmacist for the refill of an ordinary prescription. In fact, evidence gathered 


to 
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by the association indicates that the Food and Drug Administration is attemptin 
to secure conformity of the profession to the unofficial views of Dr. Dunbar and 
Mr. Reed without recourse to a formal mandate. Evidence of a gradual trespas 
upon territory which the law has given it no authority to enter is the appearance i 
the list of violations of a new classification, namely, “barbiturates sold * * 
and original prescriptions refilled without physicians’ orders.” The groupin 
together of the two unlike things—the doing of an unlawful thing and the doing of 
an act innocent in the eyes of the law—is eloquent testimony to the attempt of th: 
Administration to usurp power, indirectly. 

As a result of this trespass, a state of confusion has been created in the professior 
The pharmacist knows that the views of Dr. Dunbar and Mr. Reed are not 
correct interpretation of the law. He knows that they run directly contrary to the 
usages of the profession from time immemorial. He is no lawver; yet he know 
that, in the discharge of his public office, he is entitled to a clear-cut statement of 
his rights and responsibilities. He knows he is not getting it; and, in its absence, he 
is disposed to play safe. So an enormous amount of mischief is resulting from a 
policy, which bears the appearance of being official, yet has never been put into the 
form of a mandate. Patients are being denied refills of ordinary and harmles 
prescriptions; phvsicians are being disturbed by useless visits and telephone calls 
The ancient liberties of the profession of pharmacy are being abridged without 
resort to anything even approaching due process of law. The pharmacist, unde 
hazard of prosecution, must live up to what officials—who will not put their 
interpretation into the form of an order or directive—insist is the meaning of thi 
law. 

5. We are persuaded that the interpretation of section 503 (b) now rapid; 
becoming Official is not the law. We are persuaded that the views of Dr. Dunba: 
and Mr. Reed derive no sanction or support from the act. We are persuaded that 
their logic is wrong, their analysis faulty, their reasons not valid. But this letter 
is not the place to argue these matters. These differences can be resolved, and the 
issues here presented clarified, only in a hearing open to all parties in interest and 
only through a searching inquiry. It hardly needs arguing that the Administrato: 
of the Federal Security Ageney has the authority to eal! such a hearing, at which h 
himself or his designated deputy will preside. He is endowed with all the power 
necessary and proper to the administration of his supervisory office. Hearings ar 
habitually held in respect to matters of less consequence to the interests involve 
and to the public. Nor is it necessary to argue the right of an : nt professior 
whose liberties are being irresponsiblv invaded ah gy an o a definition of 
the rights and obligations of its members. The vital ix re y ( publie in the 
refill of ordinar’ | criptior s, which contain 1 iru rie ‘ under the p! 
hibition of the law 

6. Here is no mere routine administrati natter or the Food and Dru 
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mandate is issued—and officials 
the absence of—its definition 
7. The hearing may, or mav not, be called to take imony in respect to 

proposed order, directive, or interpretatior It may advisable to ecall the 
hearing for the purpose of objectively and thoroughly inquiring into the whol 
issue of refills. Such a call would be the best of evidence that the Administratiot 
is approaching the issue with an open mind. In case it deemed a necessar 
formality, we enclose a copy of a proposed inter] retation which sl le 
It is written in simple language easily understood by 
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We need hardly add that the American Pharmaceutical Association is as much 
concerned as any member of your official family in suppressing all unauthorized 
sales of drugs which carry a threat to the public health. Here it will in the 
future, as it has done in the past, give full support to everv effort of the Food and 
Drug Administration to stop such traffic and to have the penalties of the law 
visited upon those who transgress its commands. 

A word in conclusion. The rights for which we here contend rest upon a 
foundation far more ancient, and are secured by a document far more authorita- 
tive, than the Food, Drug and Cosmetic Act itself. If your procedure requires 
it, we will be glad to convert this rather informal demand for a hearing into a 
formal motion. But we much prefer that you, as the Administrator, issue the 
call for the hearing on your own initiative. Such a move is more in keeping with 
the close and informal relationship which for many vears has existed betwee 
your Agency and the American Pharmaceutical Association. 

With all good wishes, believe us to be 

Sincerely yours, 
THURMAN ARNOLD 
Watton HamILTon 


(Docket No. 


Re the Refill of Physicians’ Prescriptions. 
ORDER, INTERPRETING SecTIoNn 503 (8) oF THE Foop, Druc, ann Cosmetic Act 


By virtue of the authority vested in the Federal Security Administration by 
the provisions of the Food, Drug, and Cosmetic Act, and upon the basis of sub- 
stantial evidence received at the hearing duly held pursuant to the notice pub- 
lished in the Federal Register on September —, 1950 (— F.R , and upon con- 
sideration of all the matters submitted at that hearing, it is ordered: 

I. That section 503 (b) of the Food, Drug, and Cosmetie Act, is to be inter 
preted as follows: 

1. No prescription can lawfully be refilled 

a) if it is marked by the issuing physician, dentist, or veterinarian as not 
to be refilled: or 

b) if it contains a drug or drugs which fall under the prohibition of section 
502 (d) of the Food, Drug, and Cosmetic Act, unless the drug is ‘“‘a prepara- 
tion of limited narcotic content,’’ as defined in section 2551 of title 26, United 
States Code (the Harrison Anti-Narecotie Act) or the amount of the drug or 
drugs in a preparation thereof is insufficient to class it as habit-forming, as 
determined by the Administrator. 

Any other prescription of a physician can lawfully be refilled 

a) if the issuing physician, dentist, or veterinarian is authorized by law to 
administer such a drug, and 

b) if such a prescription when refilled bears a label containing the name 
and place of business of the dispenser, the serial number and date of suc! 
prescription, and the name of such physician, dentist, or veterinariar 

Il. This interpretation is in strict accord with the intent of the Congress, the 
plain and unmistakable meaning of section 503 (b) of the statute in question, and 
the ancient usages of the medical and pharmaceutical professions 


FEDERAL Security AGENCY, 
Washington, December 4, 1950 


THURMAN ARNOLD, Esq 


Watton Hamiuton, Esq., 
Attorneys for the A. Ph. A 
Ring Building, Washington, 

GENTLEMEN: After consideration of the arguments and data submitted at 
the meeting in mv office on October 5, 1950, I have concluded that section 503 (b) 
of ti e Federal Food, Drug, and (Cosmetic Act provides no basis for a regulation 
such as vou proposed to exempt all prescription refills, except for habit-forming 
drugs and refills made though the prescription was marked not refillable; from all 
of the labeling requirements of section 502. 

I am convinced, however, that there is confusion as to when a prescription 
may be refilled. Refillings can be exempted from the requirement that their 
labeling bear adequate directions for use [Section 502 (f) (1)] upon a finding that 
directions are not necessary for the protection of the public health. 
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I am proposing to make such a finding with respect to the refilling of prescrip- 
tions for over-the-counter drugs. No such finding can be made as to refilling 
of prescriptions for drugs in the class covered by 21 CFR 1.106 (b). The latter 
class includes drugs which, because of toxicity or other potentiality for harmful 
effect or the method of use or the collateral theasures necessary to use, are not 
generally recognized among qualified experts as safe and efficacious for use with- 
out professional supervision. To that end, I have signed and forwarded for pub- 
lication in the Federal Register a notice of proposed rule making All interested 
persons are invited to submit written comments within 30 days after publication. 

In view of these considerations, I am denying your request for a hearing. 

Sincerely yours, 


Oscar R. Ew1nea, Administrator. 
From the Federal Register, Wed 
ProposEepD RuLE MAKIN 
FEDERAL SecurRITY AGENCY 
FOOD AND DRUG ADMINISTI 
21 CFR, Part 
Drucs AND DevicrEs: DirREecTIONS FOR Ust 


NOTICE OF PROPOSED RULE MAKIN 


By virtue of the authority vested in the Federal Security Administrator by the 
provisions of sections 502 (f) and 701 (a) of the Federal Food, Drug, and Cosmetic 
Act (52 Stat. 1051, 1055; 21 U. 8. C. 352 (f) and 371 (a)), it is proposed that Sec. 
1.106 be revoked and a new Sec. 1.106 be added to read as follows: 

Si C. 1.106 Dy ‘qs and devices: directions for iSé a Ade q iate directions for 
use. This phrase means directions under which the ordinary individual can use 
a drug or device intelligently, safely, and effectively Directions for use may be 
inadequate because (among other reasons) of omission, in whole or in part, or 
incorrect specification of: 

(1) Statements of all conditions, purposes, or uses for which such drug or device 
is intended, including 
mended, or suggested in its advertising sponsored by its manufacturer, packer, 
distributor, or seller or conditions or purposes for which » drug or device is 
commonly used; 

(2) Quantity of dose (including quantities for persons of different ages and 
different physical conditions 

(3 Frequency of administration or application; 

(4) Duration of administration or application 

(5) Timé of administration or application (in relation to time of meals, time 
of onset. of symptoms, or other time factor 

(6) Route or method of administration or application; or 

(7) Preparation for use (shaking, dilution, adjustment of temperature, or 
other manipulation or process. 

(b) Exemption for prescription drugs and devices. A drug or device which, 
because of toxicity or other potentiality for harmful eff ir the method of its use 
or the collateral measures necessary to its use, is not generally recognized among 
qualified experts as safe and efficacious for use otherwise than by or under the 
supervision of a physician, dentist, or veterinarian shall be exempt from section 
502 (f) (1) if all of the following conditions are met: 

(1 The drug or device is to be dispensed by phy ic . ‘ntists, or veteri- 
narians in their professional practice, or upon written prescriptions issued in their 
professional practice with labeling bearing the directions specified in such pres- 
scriptions; 

(2) Information as to the safe and effective use of the drug or device by phy- 
sicians, dentists, or veterinarians is available to them in widely disseminated 
scientific literature or in brochures supplied to them 

(3) The label of the drug or device (other than surgica! instruments and other 
devices used exclusively in the professional practice of physicians, dentists, or 
veterinarians) bears the statement: 

“Caution: To be dispensed only by or on the prescription of a ‘ 
the blank being filled with one or more of the words “Physician’’, ‘‘dentist’’ 
or ‘‘veterinarian’’. 


conditions or purposes for which it is prescribed, recom- 
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(4) The labeling of the drug or device contains no representation as to the 
condition or purpose for which, or how, it is to be used, except that this shall not 
proscribe representations: 

(i) In brochures separately supplied to a physician, dentist, or veterinarian, or 
to pharmacists for use in their professional dealings with physicians, dentists, or 
veterinarians. 

(ii) Required by an official compendium; and 

(5) If it is fabricated from two or more ingredients, and is not designated solely 
by a name recognized in an official compendium, its label bears a statement of 
the quantity or proportion of each active ingredient. 

(c) Retail exemption for harmless drugs prescribed by physicians, dentists, and 
velerinarians. A drug for which adequate directions for lay use can be written, 
customarily known by pharmacists as an over-the-counter item, which is pre- 
scribed by a physician, dentist, or veterinarian, shall be exempt at the time of 
dispensing from section 502 (f) (1) if its labeling bears the directions specified in 
the prescription; and this exemption shall apply to refills unless (1) a refill is made 
in disobedience of the physician, dentist, or veterinarian’s written instructions, 


or ( a refill is made under such circumstances that the dispenser reasonably 


- 


should know that the refilling may be harmful to the purchaser. 

(d) Exe mption for drugs shippe 1 to physicians, dentists, veterinarians, or to 
clinics for professional use. A drug or device shipped or delivered to a physician, 
dentist, veterinarian, hospital, clinic, or a public health agency to be used or 
dispensed under the supervision of physicians, dentists, or veterinarians in their 
t} 


> COn- 


professional practice shall be exempt from section 502 (f) (1) if it meets 
ditions of paragraph (b) (2) and (5) of this section. 

(e) Conditional exemption for new drugs. No exemption shall apply to any 
drug the labeling of which fails to bear representations as to its intended uses 
which would, if borne in the labeling, make it a new drug, except that a new drug 
may be exempted under paragraph (b) of this section, if the labeling contained 
in the application made effective under section 505 claimed such exemption. 

(f) No eren ption for d "ugs inten led for mje et nm or for dr ugs or devices d § pe nsed 
pursuant to mail order diagnosis. No exemption under this regulation shall apply 
to (1) a drug intended for administration by iontophoresis or by injection into or 
through the skin or mucus membrane; or (2) a drug or device shipped or delivered 
in the conduct of a business of dispensing pursuant to diagnosis by mail. 

g) Exe mption for drugs or devices when directions are commonly known. \ 
drug or device shall be exempt from section 502 (f) (1) insofar as adequate direc- 
tions for common uses thereof are known to the ordinary individual. 

(h) Exemption for prescription components. \ drug shall be exempt from 
section 502 (f) (1) if it is not a liquid, solution, emulsion, or suspension and not 
a tablet, capsule, or other dosage unit, upon the following conditions: 

(1) The drug is ordinarily compounded with other substances before use and 
is intended for use in compounding prescriptions; 

(2) The label of the drug bears the statement required by paragraph (b) (3) 
of this section. 

(i) Exemption for inactive ingredients. A drug ordinarily used as an inactive 
ingredient, such as a coloring, emulsifier, excipient, flavoring, lubricant, preserva- 
tive, or solvent in the preparation of other drugs, shall be exempt from section 
502 (f) (1 

(j) Exemption for diagnostic reagents. A drug intended solely for use in the 
professional diagnosis of disease shall be exempt from section 502 (f) (1). 

(k) Exemption for manufacture. A drug or device intended for use in the 
manufacture of another drug or device and labeled ‘“‘For manufacturing use only”’ 
shall be exempt from section 502 (f) (1): Provided, however, That this shall apply 
to new substances which are intended to be used as the active principles of new 
drugs only if the shipments for manufacturing use are covered by an effective new 
drug application. 

(1) Expiration of exemptions. If a shipment or other delivery, or any part 
thereof, of a drug or device which is exempt under this regulation is disposed of for 
any purpose other than those specified, such exemption shall expire, with respect 
to such shipment or delivery or part thereof, at the beginning of the act of disposal. 
The causing of an exemption to expire shall be considered an act which results in 
such drug or device being misbranded unless, prior to such disposal, it is relabeled 
to comply with the requirement of section 502 (f) (1) of the act, or it is disposed of 
for use otherwise than as a drug or device. 


( 











138 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


(m) Definitions. For the purposes of this section: 

(1) The term ‘‘manufacture’”’ does not include the use of a drug as an ingredient 
in compounding any prescription issued by a physician, dentist, or veterinarian in 
his professional practice. 

(2) The terms ‘“‘physician’’, “dentist”, and “‘veterinarian’’, as used in relation 
to the exemption of any drug or device include only those physicians, dentists, and 
veterinarians who are licensed by law to administer or apply such drug or device. 

(3) The term “written prescriptions’’, as used in paragraph (b) of this section, 
means a written order signed by a physician, dentist, or veterinarian directing the 
dispensing of a specific quantity of a drug or device for the person named in the 
order; and the phrase “dispensed upon written prescriptions’’ does not include 
refilling the prescription or otherwise dispensing any quantity of the drug or device 
in addition to that specified in the order, unless the refilling, or other dispensing of 
the additional quantity, is authorized in writing by the prescriber. 

Interested persons are invited to submit written comments with respect to this 
proposed order to the Hearing Clerk, Federal Security Agency, Room 5109, 
F. S. Building, Washington 25, D. C., within 30 days from the date of publication 
in the Federal Register. 

Dated: December 1, 1950. 

[SEAL] Oscar R. Ewrne, Administrator. 


[F. R. Doc. 50-11159; Filed, Dec. 5, 1950; 8:56 a, m.] 


Mr. Douutver. I just want to make an inquiry along this line: 
Now, you represent your association, and that association involves 
every segment of this trade? 

Mr. Fiscue is. Yes, sir. 

Mr. Dotutver. I wonder whether you would find in this type of 
legislation that there is an adverse position taken by various seg- 
ments of it; for instance, as between the manufacturers, the whole- 
salers, and retailers. Would you comment on that? 

Mr. Fiscue.is. There are times when there are opposing views 
taken on various subjects. We have a council composed of 16 mem- 
bers which is elected by the association. That council determines 
what the policy of the association shall be in the interim between our 
annual conventions. 

Now the council consists of nine members elected for 3-year terms, 
and seven ex officio members who are the officers of the association. 
We met on the 26th and the 27th of April and considered this pro- 
posed legislation. At that time the statement which was supplied 
by Dr. Schaefer was approved, and I was instructed to come here 
and give you the kind of information I am giving you now. 

Mr. Douutver. So this whole matter has been considered by your 
association as a unit? 

Mr. Fiscue.is. That is right. 

Mr. Do.uiver. Through the house of delegates; is that correct? 

Mr. Fiscue.uis. Through the council. The house of delegates could 
not function on this because they are in session only during the con- 
vention. But the council is the interim body. 

Mr. Douurver. Then your statement has had the official approval 
of the interim body? 

Mr. Fiscue.is. That is correct. 

Mr. Do.utver. That is all, Mr. Chairman. 

Mr. Hetuer. Mr. Chairman, may I just ask one question? 

The CHAIRMAN. Yes. 

Mr. Heuer. Referring to the pronouncement that you have dis- 
cussed on page 2, just so that I can get the record straight, I am not 
clear on that. Has that been reduced to any ruling as of today? 
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Mr. Fiscueuis. Are you referring to page 2 of my statement or to 
page 2 of Dr. Schaefer’s statement? 

Mr. Heuuer. Your statement. On that page you talk about the 
pronouncement that no prescription written by a medical practitioner, 
once filled, was to be refillable by the pharmacists. 

Mr. Fiscueis. That is the interpretation that was given by the 
Commissioner and, as far as the pharmacists are concerned, it is 
supposed to have the force of law. 

Mr. Heuer. Has that been reduced to a ruling, and does it appear 
in the Register as of today? 

Mr. Fiscue.is. It has never been reduced to a ruling, and it has 
never appeared in the Federal Register. That is the reason the 
American Pharmaceutical Association asked for an official ruling to 
cover this interpretation. 

Mr. Hetier. And you are awaiting that, as I understand it, 
according to the statement of Dr. Schaefer? 

Mr. Fiscue.is. That is right. 

Mr. He.ier. Now do not all physicians’ prescriptions contain the 
letters “‘N. R.’’? 

Mr. Fiscue.is. No, sir. They contain those letters only when the 
practitioner specifically wants to direct a pharmacist not to renew the 
prescription. 

Mr. Hetuier. Well, my recollection is that every prescription blank 
has that printed right on it. 

Mr. Fiscueuis. No, sir. 

Mr. Heuier. All right. Thank you. 

Mr. Fiscueuts. There are physicians who occasionally have a 
statement like that printed on their prescription blanks, but they are 
very, very few. 

Now I might also say that at present there is no official prescription 
blank, the matter of printing certain directions to pharmacists on 
the prescription blank with “boxes” in which the physician can check 
how often he wants a prescription to be renewed has been suggested 
but expecting the physician to use this system just does not work out 
any more than the furnishing of a copy after 72 hours does. Phy- 
sicians just will not do that. They have confidence in their pharma- 
cists, and they usually have an understanding with them as to how 
renewals are to be handled. 

If 1 may make one additional remark, Mr. Chairman, you have to 
bear in mind that all prescriptions do not call for ready-made products. 
There are many prescriptions—at least 30 to 40 percent of the pre- 
scriptions that are received by pharmacists—which require compound- 
ing by the pharmacist. It should also be noted that in many cases, 
physicians have direct telephone lines to the prescription departments 
of pharmacies, and the telephoning of prescriptions is a continuous 
process, and the dictation of the prescription over the telephone is 
always repeated to avoid errors. 

Every pharmacist that I know of, who receives prescriptions over 
the telephone for dangerous drugs, and who has any doubt about the 
authenticity of the voice at the other end of the telephone, always 
makes sure to call back the doctor to check as to whether or not he 
just telephoned such prescription. That is a common practice with 
the careful pharmacists. 
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The Cuarrman. I believe that concludes our hearing for today. 

Mr. Hate. May I make some inquiries, Mr. Chairman? 

The Cuarrman. Yes; I did not hear you. Go ahead. 

Mr. Hate. Was this legislation approved unanimously by your 
council? 

Mr. Fiscuetis. Do you mean the bill? 

Mr. Hare. Yes; H. R. 3298. 

Mr. Fiscueuis. It has been approved with the modifications that 
I have offered here. 

Mr. Hate. | know that; but was the council of the American 
Pharmaceutical Association unanimous in its recommendations? 

Mr. Fisne.is. Yes, sir. 

Mr. Haute. And there was no dissent? 

Mr. Fiscneuis. There was no dissent. 

Mr. Hare. Is it not true that there are a great many drug stores 
in the country that don’t have any prescription departments at all? 

Mr. Fiscue.is. | would not say that there are a great many, Mr 
Hale. There may be a few, but the vast majority of the approxi 
mately 54,000 have prescription departments. Some of them do not 
fill very many prescriptions, but practically all have prescription de- 
partments. There are a few that have done away with their pre- 
scription departments. But in most States they wouldn’t be able 
to get a license for their establtshments under such conditions. 

Mr. Hate. The people who fill the prescriptions are supposed to 
be and they are, in fact, are they not, highly trained men? 

Mr. Fiscweuis. Exactly. 

Mr. Hate. Who have to work to receive their license, the same as a 
doctor or a dentist? 

Mr. Fiscueuis. That is right. 

Mr. Hate. You say that as far as the prescriptions are concerned, 
there should be no limitation at all in the law on the oral giving of 
prescriptions? 

Mr. Fiscueuis. We think that should be left entirely to the 
pharmacist and the physician ordering the prescription. If a phar- 
macist gets a request for a renewal of a prescription, and he is not 
satisfied with what the patient says, that is, that the prescription is 
authorized by the physician, he should verify the authorization. 

Mr. Hae. I am not talking about renewals. I am talking now 
about the prescription in the first instance. 

Mr. Fiscueuis. Well prescriptions, in the first instance, of course, 
are presented by the patient, and the pharmacist, of course, has to 
assume that they are bona fide unless there is something wrong that is 
readily discerned. 

Mr. Hate. Suppose that Dr. X calls the pharmacist and says, ‘‘Will 
you kindly send around to John Jones, residence No. so-and-so 
Smith Street, a compound containing such-and-such ingredients.”’ 
Does the pharmacist in that case make sure that the man who purports 
to be the doctor is the doctor? Of course, there are all kinds of elements 
of chance in that transaction, 

Mr. Fiscuetis. If he has any doubt about it, he will verify the call 
immediately after the call has been made. ‘That is a common practice 
with careful pharmacists. 

Mr. Hare. But suppose the doctor is unprincipled. There are 
such things as unprincipled physicians. The physician may not be 
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known to the pharmacist. The pharmacist may fill a prescription 
which he is told to fill, and which is a prescription which is dangerous 
to the individual. 

Mr. Fiscueuts. I think you must have in mind such things as 
narcotic drugs. 

Mr. Hae. Yes, sure. 

Mr. Fiscue.is. In that case, there has to be a written prescription 
which bears the registry number of the physician. 

Mr. Have. That is true not only for narcotics but drugs containing 
poisons. Many drugs contain poisons in small amounts. 

Mr. Fiscue.is. They do; but, of course, the pharmacist checks 
them to see that the dose is a safe dose. If there is any question about 
that, he gets in touch with the physician. 

Mr. Hare. You say then that there shouldn’t be any restraint on 
oral prescriptions? 

Mr. Fiscueuis. We think that whatever restraint there should be 
can be handled between the professions themselves. 

Mr. Hare. And you further think, as I understand you, that a 
prescription, once issued, unless it bears the letters ““N. R.”’ or some 
similar notation, should be refillable at will by the patient? 

Mr. Fiscue.is. We don’t think that. We think that the prescrip- 
tion should be authorized, but we think that the authorization need 
not be in writing nor does it need to be by the physician himself. If 
the pharmacist can satisfy himself that it is an authorized prescrip- 
tion, he ought to be permitted to fill it. 

Mr. Hae. Well, suppose a man calls up a drug store on the tele- 
phone and says—the man is completely unknown to you-——‘‘I have a 
prescription from my doctor for sucb-and-such a compound or drug. 
Will you kindly make it up and send it around?” You do not see the 
doctor’s prescription. 

Mr. Fiscneuis. Well, we certainly would not go along with the 
prescription being telephoned in by a person who isn’t a practitioner 
of medicine. The prescription would have to originate in the first 
instance with the practitioner. That is definite. 

Mr. Hae. But if the same man brings a prescription in, then you 
would refill it? 

Mr. Fiscue.is. We would refill it. Of course, the pharmacist 
would satisfy himself from the prescription blank and otherwise 
whether or not the writer of the prescription was an authorized 
practitioner. 

Mr. Haue. Suppose a man is motoring through Ohio on his way to 
San Francisco and that he gives you a prescription from some place in 
Maine. You don’t know whether the man is from there or not. You 
don’t know anything about him. It is a physician’s blank that has a 
prescription written on it. 

Mr. Fiscueuis. Well, the pharmacist would have to use his own 
professional judgment on that, and whatever ingenuity it takes to 
establish the authenticity of the prescription. If it were for some 
habit-forming or dangerous drug, he probably wouldn’t refill it. He 
would take whatever precautions are necessary and would even go to 
the extent—and I have known this to be done frequently of telephon- 
ing to the physician even if he is out of town. Pharmacists are just 
naturally trained to be careful and law-abiding people. 
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Mr. Hause. Then really your answer to the whole thing is that 
pharmacists are a pretty good lot. I hope you are right. As far as 
my experience goes, | have always found them so. It still does 
worry me a little, I will say. 

Mr. Hesevron. I have one final question. In line with what Mr. 
Hale asked you earlier, do you have any knowledge of whether there is 
any amount of double membership—that is, cases where members of 
your association are also members of the Retail Druggists Association? 

Mr. Fiscue.is. Oh, yes; there are many. 

Mr. Hese.ron. So that we have a confused situation as to which 
recommendations really constitute the recommendations of the 
pharmacists? 

Mr. Fiscueuis. I don’t think you will find us very far apart on 
this. We all have the same objective. We want to have the oppor- 
tunity to fill prescriptions that are given orally. We may difler as 
to what extent labeling ought to indicate to a pharmacist what he 
ought to do. Some of us feel that our professional judgment, based 
on our education, is sufficient so that we can determine that. 

Mr. Wotverron. Up to the time that the witness said they were 
not very apart, I confess that I thought I was on some sort of a merry- 
go-round. I have heard opinions on this bill by pharmacists, and 
| have heard the pharmacists differ with drugstore owners or at least 
their national organization, patients, and consumers. We have heard 
from the Food and Drug Administration, the manufacturers of drugs 
for over-the-counter use, and’ the manufacturers of drugs for prescrip- 
tion purposes. The only horse on the merry-go-round that seems to 
be vacant at the present time is that which would ordinarily be 
occupied by the doctors. 

As the different witnesses have come before this committee, each 
giving their views, it seems to me the merry-go-round has gone faster 
all the time. It may be a vood place to stop and recess when this 
witness says that we are not very far apart. 

The CHarrMAN. The hearing will be recessed until tomorrow 


morning at 10 o’clock. 
(Whereupon, at 4:40 p. m., the hearing was recessed until Friday, 
May 4, 1951, at 10 a. m.) 
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House or REPRESENTATIVES, 
CoMMITTEE ON INTERSTATE AND FoREIGN COMMERCE, 
Washington, D. C. 
The committee met, pursuant to recess, at 10 a. m., in room 1334, 
New House Office Building, Hon. Robert Crosser (chairman) presiding. 
The CHatrmMan. The committee will come to order. 
The first witness this morning will be Mr. Harrop. 


STATEMENT OF LESLIE D. HARROP, GENERAL COUNSEL, AMERI- 
CAN DRUG MANUFACTURERS ASSOCIATION 


Mr. Harrop. Mr. Chairman and members of the committee, my 
name is Leslie D. Harrop. Iam the general counsel for the American 
Drug Manufacturers Association and the Upjohn Co. 

The American Drug Manufacturers Association is composed of 66 
manufacturers of pharmaceuticals, chemicals, biologicals, and allied 
products. The membership includes such well-known firms as Parke- 
Davis, Lilly, Squibb, Lederle, Sharp & Dohme, Winthrop-Stearns, 
Abbott, Upjohn, Penick, Merck, Pfizer, and Johnson & Johnson. <A 
complete list of the membership is attached to this statement. 

H. R. 3298 was introduced to try to clear up the confusion that has 

resulted from a statement made 2 years ago by the Commissioner of 
Food and Drugs. Commissioner Dunbar then stated that in the 
opinion of the Food and Drug Administration no prescription could be 
refilled. Since traditionally then, and at the time the Food, Drug, and 
Cosmetic Act was enacted in 1938, some 30 or 40 percent of all prescrip- 
tions in a drug store were refills of old prescriptions, it is understandable 
that Commissioner Dunbar’s statement caused consternation in retail 
drug groups. 

The purpose of H. R. 3298 is to define what prescriptions a druggist 
may refill at will and those for which the further authority of the 
physician must be secured. With that avowed purpose, we have no 
objection. We heartily endorse the principle of clearly outlining the 
situations in which a pharmacist may refill prescriptions without 
further authorization from the physician. 

At the same time we are entirely in accord with the statement that 
dangerous drugs should only be dispensed originally on prescription 
and that such prescriptioas should only be refilled if and when and as 
the physician may direct. 

We wish to propose three changes in this bill. With these changes 
we give such an amended bill our full support. 

(The proposed amended bill follows:) 
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[H. R. 3298, 82d Cong., 1st sess.] 
A BILL To amend section 503 (b) of the Federal Food, Drug, and Cosmetic Act 


Be it enacted by the Senate and House of Repre sentatives of the United States of 
America in Congress A88é mbled, That subsection (b) of section 503 of the Federal 
Food, Drug, and Cosmetic Act, as amended, is amended to read as follows: 

“(b) A drug dispensed by filling or refilling a written or oral prescription of a 
practitioner licensed by law to administer such drug shall be exempt from the 
requirements of section 502, except paragraphs (a), (i), (2) and (3), (k), and (I 
and the packaging requirements of paragraphs (g) and (h), if the drug bears a 
label containing the name and address of the dispenser, the serial number and 
date of the prescription, or of its filling, the name of the prescriber, and, if stated 
in the prescription, the name of the patient, and the directions for use and ecaution- 
ary statements, if any, contained in such prescription. This exemption shall 
not apply to any drug dispensed in the course of the conduct of a business of dis- 
pensing drugs pursuant to diagnosis by mail or otherwise without examination 
of the patient. If the drug is intended for use by man and 

““(1) because of its toxicity or other potentiality for harmful effect, or the 
method of its use, or the collateral measures necessary to its use, it is not 
generally recognized among experts qualified by scientific training and 
experience to evaluate its safety, as safe and efficacious for use except by or 
under the supervision of a practitioner licensed by law; 

‘(2) if an effective application under section 505 limits it to use under the 
professional supervision of a practitioner licensed by law, such exemption 
shall apply only if such drug is dispensed upon a written prescription of a 
practitioner licensed by law to administer such drug or upon an oral pre- 
scription of such practitioner which is reduced to writing and filed by the 
pharmacist, or is dispensed by refilling a prescription if such refilling is 
authorized by the prescriber in the original prescription or by oral order and 
such order is reduced to writing and filed by the pharmacist. 

‘The Administrator may by regulation remove drugs subject to section 505 
from the provision of this subsection when such requirements are 
for the protection of the public health. 

“A drug which is subject to clause (1) or (2) of this subsection shall be deemed 
to be misbranded if at any time prior to dispensing its label fails to bear the 
statement ‘Caution: Federal law prohibits sale or dispensing without prescription’, 

“The act of dispensing a drug contrary to the provisions of this subsection shall 
be deemed to be an act which results in the drug’s being misbranded while held for 
sale. 

“The provisions of this section of the Act shall not be applicable to drugs now 
included or which may hereafter be included within the classifications stated in 
section 3220 of the Internal Revenue Code (26 U. 8. C. 3220), or to marijuana as 
defined in section 3238 (b) of the Internal Revenue Code (26 U.S. C. 328 (b)).” 


not necessary 


Mr. Harrop. I believe the clerk has copies of the modified bill 
amended as we suggest, for the members of the committee. 

No. 1 is to delete section (b) (1), lines 10 and 11, on page 2. 

The necessity for deletion of this section is to be certain that the 
exempt narcotics are not inadvertently placed under a prescription 
limitation. As the Federal Security Administrator has pointed out, 
exempt narcotics preparations are those containing such a small 
quantity of these drugs that they are harmless and thus freely available 
over the counter. 

Mr. Larrick testified yesterday that it was not the intention of the 
Food and Drug Administration to affect exempt narcotics at all, and all 
of the other substances of section 502 (d) of the Food, Drug, and 
Cosmetic Act are already controlled under the provisions of the follow- 
ing section (b) (2). 

The last paragraph on page 4 is believed to have been included for 
the purpose of eliminating these preparations from the operation of 
this bill but it would be clearer if section (b) (1) was stricken. 

2. Delete section (b) (2), lines 12 through 16, on page 2, and sub- 
stitute in lieu thereof the following: 
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(2) Because of its toxicity or other potentiality for harmful effect, or the 
method of its use, or the collateral measures necessary to its use, it is not generally 
recognized among experts qualified by scientific training and experience to evaluate 
its safety, as safe and efficacious for use except by or under the supervision of a 
practitioner licensed by law. 

The language we propose in tlfe stead of that of the bill is taken 
from the present regulations under section 502 (f) of the Food, Drug, 
and Cosmetic Act. It would create a positive legislative standard 
for determining which drugs must be sold only upon prescription 
and which drugs when prescribed can only be refilled with addi- 
tional authority from the prescriber. 

The standard is similar to that proposed by H. R. 3298, but instead 
of granting authority to the Food and Drug Administration to deter- 
mine the facets and create a list of drugs, this change would leave the 
question properly open to ultimate determination by courts. Some 
of the examples brought before this committee of similar products 
of different manufacturers, one bearing a “Caution” legend and the 
other adequate directions, result from honest differences of opinion 
among real experts in the field. We are not opposed to a resolution of 
these differences, but we feel an impartial court should make the 
decision and make it without the prejudice of prior administrative 
hearings and determinations of fact. Administrator Ewing with de- 
lightful candor told this committee that as now drafted it is conceiv- 
able that some future Administrator might decide to put aspirin on 
the list of drugs for limited refill. 

I would like to interpolate here and use one illustration from an 
administrative ruling in 1945 by the Food and Drug Administration, 
to the effect that no eardrop preparations, no matter how harmless 
and innocuous they might be, could be sold except on prescription, 
because it was possible that they would mask the symptoms of a 
serious condition; that an earache might be a symptom of a mastoid 
condition. 

Now, you can see how that philosophy can be extended on down 
very quickly to aspirin. Aspirin is a pain killer, and as such it may 
well mask the symptoms of some serious disease. And yet, unless we 
are going to live in front of an X-ray machine and in a hospital, we 
have got to be a little bit more courageous about some of these symp- 
toms. I am not suggesting that anv serious symptoms should be 
overlooked, but there certainly is a large field for proper self-medica- 
tion. eo 

As we visualize it, the committee thus has two routes by which it 
can separate those drugs that are dangerous and should be limited in 
distribution, from the harmless ones which can be sold across the 
counter or refilled at will by the druggist. 

The one approach—that of the bill as now drafted—would give 
vast powers to the Food and Drug Administration, involve lengthy 
hearings and appeals. The other—the one we propose as an alter- 
nate—would set the same standard. The responsibility for meeting 
this standard, however, would be placed where it belongs, on the 
manufacturer. The druggist would need only follow the simple 
guide of the labels. And you will remember that those exhibits that 
you have had placed before you consist of two classes of drugs: those 
that say “‘Caution—To be dispensed only by or on the prescription 
of a physician,” and the others, which have directions. Each witness, 
as he went through them, was clear in his mind. He understands 
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exactly what he can do with those. Where it says “Caution—To be 
dispensed only by or on the prescription of a physician,” that can be 
sold only upon a prescription, and the other can be sold freely across 
the counter. The druggist will have a complete guide. He will have 
his list upon the shelves of his drug store. That list will be constantly 
up to date because drugs are constantly changing, and you can only 
depend upon the label. A list would be very stale a week after it has 
been issued. 

If this provision is adopted, henceforth any druggist can tell 
instantly by a glance at his drug shelves whether the product bears 
the restrictive clause. If it does, he may not refill a prescription for 
this drug without authority from the doctor. If the product does not 
bear such restrictive legend, the druggist is at liberty to refill prescrip- 
tions for it at will. Such a guidepost is simple, positive, and con- 
stantly up to date. 

We submit that when an aggravating problem such as this prescrip- 
tion-refill problem can be solved in a fashion acceptable to most 
elements of pharmacy, that this course should be followed over a 
method that has the vigorous opposition of the majority of pharma- 
cists. 

The third change that we propose is to delete lines 15 through 25 on 
page 3, and lines 1 through 20 on page 4. There is a typographical 
error in our prepared statement. It reads “1! through 20,” and it 
should read ‘1 through 14 on page 4.” 

The material stricken here is that covering the requirements for 
hearings and court review. If Congress enacts a standard for separa- 
tion of dangerous from harmless drugs, there will be no necessity for 
costly hearings, determinations of facts, and appeals. It will also 
dispose of the question of the propriety of a review, de novo, in the 
circuit court of appeals. 

After this brief and, we hope, clear statement of the views of the 
American Drug Manufacturers Association, we would like to discuss 
one or two phases of the hearings about which there appears to be 
some uncertainty. 

Mr. Warnack, Mr. Waller, and again Commissioner Larrick, 
brought in numerous exhibits where different manufacturers had 
labeled the same drug, one with a “caution” legend and the other with 
directions for over-the-counter nae Each witness said this showed 
the high state of confusion in retail drug circles. Not one of the 
witnesses, however, was at all in doubt as to how a druggist is required 
to sell such products. 

May I use the illustration of looking down a street at traffic lights. 
You see a red one, and you see two green ones, and you see another red 
one, and you see another red one, and another green one. You might 
say that is confusing, and yet we know exactly what we must do at 
each corner. Where it is green we can go, and where it is red we have 
to stop; and the same thing is true with these labels. They are not 
confusing at all as to what the druggist may do in selling them. He is 
horribly confused, and the purpose of this bill is to get rid of that 
confusion, on what he ean refill. There is the confusion, and it is real 
confusion. He certainly needs the relief that this committee should 
give him, because he doesn’t know whether he can refill anything. 
The public shouldn’t be deprived of proper medicines because of that 
confusion in the law. 
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If the drug has a caution legend on it, the druggist knows he may not 
lawfully sell it without a prescription. So far, 112 druggists have been 
convicted because they willfully violated the law and sold presc ription 
drugs across the counter. 

Now, that really is a tribute to the druggists rather than a condem- 
nation of them; when you consider there are 50,000 druggists in the 
country, and only 112 of them have been violating the law or been 
convicted of it, that is a pretty small number. You are not going to 
have perfect compliance with the law at any time, and of that we are 
all very much aware. 

Far from being confusing, the situation is crystal clear. What is 
confused is not what drugs can be sold without prescription, but what 
prescription can be refilled without first getting the phvysician’s 
approval. The examples shown this committee do not bear upon 
this problem at all. If H. R. 3298 is adopted, with the revisions we 
propose, it will clarify the doubt as to refillability of prescriptions. 

Some witnesses, in particular Mr. Warnack and Mr. Waller, stated 
flatly that caution-legend items are on some relatively harmless drugs 
because the manufacturer is trying to escape his responsibility by 
making such statements. They are talking about the law and the 
regulations as they were prior to the change in the regulations in 1946. 
From 1939 to 1946, the regulations of the Food, Drug, and Cosmetic 
Act allowed a manufacturer to choose, without any rules other than 
his own choice, whether he wished to sell his drugs across the counter 
or whether he wished to put a prescription legend on them and confine 
them to a physician’s use. In 1946 the regulations were changed. 
From that time to date there are only two classes of drugs. Under 
the law, if adequate regulations can be written for a drug for lay use, 
the law says that they must be written, and it it misbranded if you 
don’t write them. If, on the other hand, its toxic potentialities are 
such that it can only safely and efficaciously be administered under a 
physician’s supervision, then it must bear the caution legend and it 
must be sold only on prescription; and under the standard we propose 
here, that type of prescription would require the physician’s authoriza- 
tion before it could be refilled. 

The exhibits that were brought in had a number of drugs that are 
slightly confusing unless you understand how the chemical manu- 
facturer operates. These are preparations, two of them put out by 
Merck & Co. and two put out by Mallinckrodt. Both are large chem- 
ical manufacturers. They make raw materials. They sell them 
mostly to manufacturers of pharmaceuticals and to druggists; and in 
the case of the sales to the druggist they are for the purpose of use in 
compounding prescriptions. It is much like going out and buying 
the material for a suit. You buy the goods, but vou don’t expect to 
have the buttons sewn onto it and the buttonholes worked into it. 
If you want a suit, you buy a suit, but if you buy the materials you 
buy the materials. 

These are raw materials. However, any druggist that wants to 
sell those across the counter, like calcium carbonate, can buy, and they 
do buy, from so-called label houses, prepared labels. ‘These come in 
a roll, and they have a rack of these prepared labels, in the prescrip- 
tion pharmacy. The pharmacist just tears off a label and puts it on 
the 2-ounce package and sells it. It has the directions on it. 
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There is nothing in the law that prevents the sale of a harmless 
preparation like this across the counter, if it has adequate directions. 
The law doesn’t care who puts those directions on, whether the 
original manufacturer or the pharmacist. But, essentially, these are 
raw materials for preparing prescriptions in the drugstore, and they 
are not designed for over-the-counter sale. 

Some of the labels that were brought in are stale labels. By that I 
mean that they are products that were manufactured prior to the 
1946 change. That is bound to be true in any drugstore we go in. 
The labels are changing constantly. It is almost impossible to have 
entirely fresh labels in your drugstore all of the time. 

Here is a very good example that has been brought in. It is Hep- 
tuna, brought out by Roerig. It is exactly the same product, put 
out by the same manufacturer. It may seem very strange that one 
of them has a caution legend and the other has adequate directions. 
The explanation for it is, it is a preparation containing folic acid, and 
the one under the caution legend was manufactured and distributed 
at a time when the Food and Drug Administration did not have, nor 
did the manufacturers have, enough experience with folic acid to say 
that it was safe for use except under a caution legend and under a 
physician’s guidance. The other is put out after the evidence ac- 
cumulated and it no longer needed to be so restricted and could be 
sold across the counter. - 

Now, those are not in contradistinction to each other. They show 
the progress in drug development that is going on all of the time. 
That is another reason why a list is a poor approach to this division, 
because the list is going to be constantly out of date. The label on 
the package that is put out day by day is the only up-to-date guide 
that you can possibly get. 

There are and maybe always will be some very honest and legitimate 
differences of opinion among medical, pharmacological and legal 
experts, as to whether a drug should be limited to prescription. These 
differences will become increasingly lessened, however, when the Food 
and Drug becomes more active in this field. For example, if | may 
speak for a moment on behalf of the Upjohn Co., alone, Commissioner 
Larrick has one product of the Upjohn Co. in his list of exhibits. It is 
dehydrocholic acid. Mr. Larrick thinks it should have a prescription 
limitation. The Upjohn medical staff felt that under the mandate of 
law, directions could be written for overcounter sales. This is 
definitely a border case. As is our customary practice in such cases, 
we will yield to the views of Food and Drug and change. We willeven 
go further. We will change as often as their opinion may change. 
And without any reflection at all on the Food and Drug Administra- 
tion, but just to illustrate the way these things do change, we have 
numerous examples, as has every manufacturer and as has the Food 
and Drug Administration, of changes back and forth across the 
counter as to opinions when a drug should be sold under a caution 
legend and when it should not. 

For many vears the Food and Drug Administration required that all 
parenteral preparations under this law should be sold only under a 
caution legend, and you couldn’t put any directions on the package. 
Well, that caused so much trouble in medical circles where they 
needed the guidance of these inserts and detailed discussions of the 
drug, its indications and use, that they changed the regulations and 
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now you are prohibited from putting a caution legend on a parenteral 
preparation, and you must include adequate directions. That is 
perfectly logical, but it shows the change. You can’t keep drugs 
static, because science marches on and things keep changing all of the 
time. 

Again, in closing, we urge that a legislative standard be created to 
classify the drugs that may be refilled without limit. Such a standard 
sxarnestly enforced will clear up this problem. 

H. R. 3298 presents but one question of major importance. That 
question is: What prescriptions may the druggist refill without fur- 
ther authority from the physician. There is a collateral problem 
concerning oral or written prescriptions, and we think it would be 
appropriate for the manufacturers not to comment on this. It is a 
problem which the pharmacist is qualified to discuss, and it has been 
discussed at great length. It isn’t a problem that would affect us 
and we would prefer not to talk about that. 

There are just one or two remarks, if | may have the permission 
of the Chairman, in regard to Mr. Larrick’s testimony, that I would 
like to try to tie into our proposal. Mr. Larrick in his testimony 
used as illustrative of the attitude of the Food and Drug Administra- 
tion a series of dangerous drugs, and they are all dangerous drugs; 
and he said, and Administrator Ewing ahead of him said, that this 
was the real concern of the Food and Drug Administration. It is 
the real concern of the pharmaceutical manufacturer. But those 
drugs are all on the “‘caution” legend now. You don’t need any list 
to get them there. All you need is this law, properly amended to 
allow the druggist to refill all prescriptions for products that don’t 
bear the caution legend, without the authority of the doctor. 

Now, the one area in which we have some dispute with the Food 
and Drug Administration, an honest difference of opinion, is in this 
word “efficacy.” We have proposed the word “efficacy” in adopting 
the language of the present regulations: but we are frank to say that 
we are very nervous and apprehensive about its ultimate effect. If 
it is included in the draft as we propose it, we think that the committee 
report, in the interest of keeping the thing straight, should include 
the statement of Mr. Larrick on page 7 where he said: 

Opposition has been expressed to this bill on the ground that the Government is 
empowered to determine whether or not a drug is efficacious for its intended thee. 
The language of the bill does not justify this conclusion. 

The bil! does not authorize the Administrator to determine the efficacy of a 
drug. It authorizes him to hold a hearing where the evidence of the best informed 
experts in the country would be received. On the basis of this testimony he 
would then determine not whether the drug is efficacious, but whether or not a 
lavman can use the drug effectively without the diagnosis or supervision of a 
physician. 

When Mr. Larrick said that the principal reason that they wanted 
a list was because of the disagreement with some of the drug-industry 
lawyers, he wasn’t talking about the dangerous and toxic drugs, 
because there isn’t any substantial difference or any difference at all 
in opinion between the lawyers of the industry and the Administra- 
tion in this regard. There certainiy is no difference of opinion in 
the actions of the industry and that is the real standard: What does 
the industry do, and how do they label the products; not what their 
lawyers may think is the standard. Lawyers are always talking up 
and down both sides of the street. 
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I am a lawyer, and therefore I can criticize my own profession. 
It is our business. But it is what the industry is doing that counts 
and the industry has all of these drugs labeled with the caution 
legend. 

Yow, in this field of efficaciousness, and whether a harmless drug 
should be kept from being available to the public at large on the 
theory that, since they don’t know what is wrong with them, they 
can’t possibly administer it to themselves efficaciously, you are getting 
into a very speculative field. It is just as dangerous to the public 
one way as it is the other. Because you may deny the public some 
very proper medication on the theory that they don’t know what is 
wrong with them. And yet, I will have to admit that I am very 
much nonplused and perplexed as to what a doctor’s prescription 
does to make, let us say, aluminum hydroxide jell effective. The 
drug is exactly the same, and it will counteract acidity in the stomach 
when you take it, and it probably will do just as much counteracting 
without the doctor’s prescription as it will with it. 

However, if you are talking about a drug that is dangerous, that 
may injure the patient, there isn’t any difference of opinion at all. 
If there is any question of safety, we would rather lean over backward 
and say don’t let him have it without the doctor’s permission. But 
where it is not toxic, and you are talking about the theoretical pos- 
sibility of masking symptoms, for example, you are getting out to the 
limits where you may put everything on a doctor’s prescription and 
have nothing available for sale over the counter. 

I think, in closing, that we would like to summarize by saying that 
it seems to us that this calls for a proper compromise. ‘That is what 
we are trying to propose here. We are giving up something that we are 
a little doubtful about, in fact quite doubtful, and that is that word 
“efficacy,” hoping we could propose something that would be accept- 
able to this committee and would satisfy pharmacy at large and 
would serve the public, because really, it is not what we want or 
what the retail pharmacists want; it is what the public should have 
that should guide this bill. In those interests we think we should give 
up on the word “efficacy,’’ here, and we think that the National 
Association of Retail Druggists should give up on their idea of a list. 
It is going to work out the same way, anyway. There are a lot of 
objections to the list from an administrative standpoint; but we think 
both parties should give up something, because the public has got to 
be protected, and they have got to be able to buy these drugs on 
proper refills and not have to keep going back to the physician. He 
doesn’t want to be bothered. He doe sn’t want people c alling him up, 
druggists or patients, all times of the day and night to get permission 
to refill a prescription that could have been bought across the counter 
in the first instance. 

Thank you. 

(The list of members of the American Drug Manufacturers Associa- 
tion follows:) 


MEMBERS OF THE AMERICAN DruG MANUFACTURERS ASSOCIATION 


Abbott Laboratories, North Chicago, Ill. 

The Armour Laboratories, Armour & Co., Chicago, III. 
J. T. Baker > mical Co., Phillipsburg, N. J. 

Baue or & Black, division, The Kendall Co., Chicago, Ill. 
E. Bilhuber, Inc., Orange, N. J. 
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Bristol Laboratories, Inc., New York, N. Y. 

Buffington’s, Inc., Worcester, Mass. 

Burroughs Wellcome & Co. (U. 8. A.), Inec., Tuckahoe, N. Y. 

W. J. Bush & Co., Inc., New York, N. Y. 

Calco Chemical Division, American Cyanamid Co., Bound Brook, N. J. 
G. W. Carnrick Co., Newark, N. J. 

Chileott Laboratories, division, The Maltine Co., Morris Plains, N. J. 
Ciba Pharmaceutical Products, Inc., Summit, N. J. 

Citro Chemical Co. of America, Maywood, N. J. 

Cole Chemical Co., St. Louis, Mo. 

Commercial Solvents Corp., Terre Haute, Ind. 

Cutter Laboratories, Berkeley, Calif. 

Davies, Rose & Co., Ltd., Boston 18, Mass. 

Difco Laboratories, Inc., Detroit 1, Mich. 

Distillation Products Industries, Division, Eastman Kodak Co., Rochester 3, 


The Dow Chemical Co., Midland, Mich. 

Fritzsche Bros., Inc., New York 11, N. Y. 

Gelatin Products Division, R. P. Scherer Corp., Detroit 13, Mich. 
Heyden Chemical Corp., New York 1, N. Y. 

Hoffmann-La Roche, Inc., Nutley 10, N. J. 

Hyland Laboratories, Los Angeles 27, Calif. 

Hynson, Westcott & Dunning, Inc., Baltimore, 1, Md. 

Mead Johnson & Co., Evansville 21, Ind. 

Johnson & Johnson, New Brunswick, N. J. 

Lakeside Laboratories, Inc., Milwaukee 1, Wis. ' 

Lederle Laboratories Division, American Cyanamid Co., New York 20, N. Y. 
Eli Lilly & Co., Indianapolis 6, Ind. 

Lloyd Brothers, Pharmacists, Inc., Cincinnati 3, Ohio. 

Lloyd & Dabney Co., Inc., Cincinnati 2, Ohio. 

Magnus, Mabee & Reynard, Inc., New York 13, N. Y. 

Mallinckrodt Chemical Works, St. Louis 7, Mo. 

Maltbie Laboratories, Newark 2, N. J. 

Maywood Chemical Works, Maywood, N. J. 

MeNeil Laboratories, Inc., Philadelphia 32, Pa. 

Merck & Co., Inec., Rahway, N. J. 

The Wm. S. Merrell Co., Cincinnati 15, Ohio. 

Monsanto Chemical Co., St. Louis 4, Mo. 

The Nationa! Drug Co., Philadelphia 44, Pa. 

The New York Quinine & Chemical Works, Inc., Brooklyn 11, N. Y. 
The Norwich Pharmacal Co., Norwich, N. Y. 

Parke, Davis & Co., Detroit 32, Mich. 

The E. L. Patch Co., Stoneham 80, Mass. 

S. B. Penick & Co., New York 7, N. Y. 

Chas. Pfizer & Co., Ine., Brooklyn 6, N. Y. 

Pitman-Moore Co., Division, Allied Laboratories, Inc., Indianapolis 6, Ind. 
Reed & Carnrick, Jersey City, N. J. 

G. D. Searle & Co., Chicago 80, Il. 
Sharp & Dohme, Inc., Philadelphia 1, Pa 

Sherman Laboratories, Detroit 15, Mich. 

Smith, Kline and French Laboratories, Philadelphia 1, Pa. 
Carroll Dunham Smith Pharmacal Co., New Brunswick, N. J. 
E. R. Squibb & Sons, New York 22, N. Z. 

R. J. Strasenburgh Co., Rochester 4, N. Y. 

Tailby-Nason Co., Cambridge 42, Mass. 

The Upjohn Co., Kalamazoo 99, Mich. 

Valentine Co., Inc., Richmond 9, Va. 

Henry K. Wampole & Co., Inc., Philadelphia 23, Pa. 
Warner-Hudnut, Ine., New York 11, N. ¥ 

White Laboratories, Inc., Newark 7, N. J. 

The Wilson Laboratories, Division, Wilson & Co., Ine., Chicago 9, Ill. 
Winthrop-Stearns, Inc., New York 18, N. Y. 

The Zemmer Co., Inc., Pittsburgh 13, WM 


Mr. Bennett. I merely would like to ask permission to have 
inserted in the record, following the testimony of the present witness, 
a copy of a telegram which I received this morning, addressed to the 
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clerk, Mr. Layton, from Parke, Davis & Co. of Detroit; and further, 
that Parke, Davis & Co. may have permission to submit a statement 
for the record following the testimony of this witness. 

The CHatrMANn. That will be done. 

Mr. Priest. You pointed out a short time ago that a list will be 
constantly out of date because of changing experience, and I think 
quite logically so. And near the last of your prepared statement you 
suggest that— 

* * ‘* we urge that a legislative standard be created to classify the drugs 
that may be refilled without limit. Such a standard earnestly enforced will clear 
up this problem. 

There may be no inconsistency in the position with reference to a 
list and a legislative standard, and it occurred to me that for the very 
same reasons that you advanced as to why a list would not be up to 
date, might also apply to writing into legislative form a standard such 
as you suggest, a standard to classify this. Would that be true or 
would it not? 

Mr. Harrop. The standard to which I am referring, Mr. Priest, is 
the one that would substitute for section (b) (2). That would 
prevent the refill without the doctor’s authority , of any drug which— 
because of its toxicity or other potentiality for harmful effect, or the method of its 
use or the collateral measures necessary to its use, is not generally recognized 
among experts qualified by scientific training and experience to evaluate the 
safety, as safe and efficacious for use except by or under the preseription of a 
p’actitioner licensed by law. 

That is the standard by which you would measure any and every 
drug that came along. The standard wouldn’t change, but the drugs 
will keep changing allof the time. You will measure the drugs against 
the standard. 

Mr. Priest. That was the point that IT wanted clear in my mind, 
because I felt that there was a possibility there that the drugs would 
be changing, and experience today perhaps would not be the same as 
a week from now, and you might take them out of one category and 
place them in another. But the standard would remain the same, as 
you say. 

Mr. Harrop. The standard would remain the same. It would be 
the measuring stick against which you would place every drug as it 
came along. 

Mr. Priest. And you think the language that you suggest there 
would be a standard adequate to control the situation? 

Mr. Harrop. I think it would. It is the standard that is now 
applicable in the regulations of the Food and Drug Administration 
It is lifted bodily from the regulations under section 502 (f) (1). It 
is the standard that the Food and Drug has set up now to decide 
which drugs must be limited to prescription sale. I think it is 
adequate. 

Mr. Priest. Well, just one further question. Would it likely 
develop, or could it develop, that maybe a court decision under such 
a standard might later become out of date because of experience that 
is developed subsequent to a particular court decision? 

Mr. Harrop. I don’t believe that the experience would alter the 
legislative standard as it might be interpreted by a court. You 
micht have to again amend the law if an adverse decision came along, 
but I can’t see where the legislative standard as interpreted by the 
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court could be modified by any scientific change. It might be indi- 
cated, but it wouldn’t be modified. 

Mr. Priszst. In other words, any drug that has toxicity, as we call 
it, remains the same. . 

Mr. Harrop. Toxicity is a scientific standard of pharmacologic 
determination. It is the relation between the effective and the 
minimum and the lethal doses of a drug. 

Mr. Priest. I believe that is all for the time being, Mr. Chairman. 

Mr. Becxwortrn. Will you state in brief words what this standard 
is that you consider adequate? 

Mr. Harrop. If a drug can only safely and efficaciously be ad- 
ministered under a doctor’s supervision, it may not be sold except on 
prescription, and that prescription may not be refilled without .a 
physician’s authority. 

Mr. Beckwortn. Now, what, as you understand it, is the primary 
argument that is advanced rather often against that standard? 

Mr. Harrop. I don’t know of any argument advanced against that 
standard, unless it is the question of how you are going to interpret 
the word “efficacy.” I don’t know of any dispute about the standard. 
It is a proper standard for a drug that should be administered under 
a physician’s care. 

Mr. Becxworrn. And accepted as such by everybody? 

Mr. Harrop. Yes. 

Mr. Becxkworrn. As Mr. Priest indicated, I think one of the most 
interesting points you made is the fact that as experience is gained 
with reference to a drug, it may be changed as far as the use that is 
allowed is concerned. 

Mr. Harrop. That is quite true. You will start out with a new 
drug, which must be filed, under the law, under section 505, and the 
evidence that you have from the clinical studies that have been done 
will show that it is useful in the treatment, maybe, of three disease 
conditions; 5 years later vou may have 15 or 20 disease conditions 
for which it is then known to be useful. The only way you can prove 
that is to try them and see whether it will produce good results. Then 
you may find ultimately that some of the toxic side effects of it, of 
which you were aware, prove to be worse in the long run than you 
expected they would, and you may have to put some drastic limitations 
on it. 

Maybe it would be of some assistance, and I can give rough figures, 
but more than 50 percent of the drugs sold today were not on the 
market 10 years ago; they are new drugs. That is how fast the de- 
velopment of drugs has taken place. 

Mr. Beckwortn. It would almost become an impossibility, then, 
to keep them labeled up to date, would it? 

Mr. Harrop. As far as a list is concerned; yes, sir. The label has 
to be up to date, but the label itself has to keep changing as you get 
newer and better knowledge of the drug. 

Mr. Beckwortn. But to keep every druggist apprised of the change 
in the listing would be quite some task, would it not? 

Mr. Harrop. | think it would, sir. 

Mr. Beckwortn. Do you know what those who have different 
points of view to what you have expressed in that connection, say in 
answer to that criticism that you have advanced? 
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Mr. Harrop. The only argument I have heard for the list is based 
on the idea there is going to be a small list that the druggist can paste 
back of his prescription counter, and all he has to do is turn there and 
say, ‘No, it is on there, and I can’t refill.”’, Lf that were true, I would 
be for the list, too, but that isn’t going to be true. He is going to have 
to paste a book on the counter that is about like the Washington tele- 
phone directory, and begin leafing through it. Then he is going to 
have to look at last week’s supplement, and the supplement of the week 
before; unless they adopt the lawyers’ method of using cumulative 
supplements to keep him from looking through 25 volumes, it is going 
to be very large, and it is going to be extended all of the time. 

In the exhibits that Mr. Larrick put in yesterday, there were 11 
exhibits, and if you will remember, those are the ones where the same 
drug is labeled by one manufacturer to be sold only on prescription, 
and the other one has directions. I asked Mr. Larrick if he would 
be willing to tell me the views of the Food and Drug Administration 
and incidentally, those all hinge on the question of efficacy, and they 
are not dangerous drugs, perse. Of the 11 drugs that he put in in his 
exhibits, the Food and Drug Administration, if they had the power, 
would change 6 of those to a ‘“Caution’’ or prescription limitation 
right now. I have great difficulty, myself, in making that fact 
reconcile itself with Mr. Larrick’s statement that if this list were given 
to them, there would be fewer drugs on prescription than there are 
now. I just don’t believe that, if 1 may be allowed to express the 
doubt. 

Mr. Do.uiver. It is just at that point that I was very much 
interested, and I wish you would take these two exhibits here, and | 
cannot even pronounce the name of the drug. 

Mr. Harrop. Maybe I can’t, either. 

Mr. Douutver. Hyoscyamus; each of those bottles contains an 
identical tincture of that drug, is that correct? 

Mr. Harrop. Yes, sir. 

Mr. Douuiver. One is a prescription label and the other is not; 
is that true? 

Mr. Harrop. No. These are both prescription labels, Mr. Dolliver, 
and I think the objection that Mr. Larrick has is the fact that the 
average dose is put on this one. The regulations say that if you use 
the prescription legend, you are not allowed to put anything of any 
character on there that would indicate dosage. You must put just 
the caution legend and nothing else. But these are both limited to 
prescription use. 

Mr. Douuiver. One of them applies only to elderly patients, 
however, does it? 

Mr. Harrop. | beg your pardon. I looked at the word “Caution,”’ 
and didn’t read it through. That is right. This one is Pilot Labora- 
tories, and it is with directions, and this is with caution, and is made 
by Wyeth, Inc., of Philadelphia. 

Mr. Dotiutver. Now, maybe that is not confusing to somebody in 
the drug business, but it certainly is confusing to a layman such as 
Iam. You have two identical drugs, one where the manufacturer 
says ‘Should be dispensed only with a physician’s prescription,” and 
the other says “It can be sold over the counter without prescription.”’ 

Now, if we are talking about protecting the consumer, it seems to 
me that there is an area of confusion which ought to be cleared up 
by this legislation. 
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Thank you, Mr. Beckworth. 

Mr. Harrop. Would you like me to comment on that? 

Mr. Beckworrn. Let him comment on that, because that is 
something | was pursuing yesterday, and | did not quite comprehend 
the answers received. 

Mr. Harrop. Either one or the other of those drugs is in violation 
of the present law. That really hasn’t got anything to do with H. R. 
3298. It is under the present Food, Drug, and Cosmetic Act. Either 
one or the other of.those products is misbranded, and should be pro- 
ceeded against. 

There always are going to be people—and I don’t care what kind of 
a law you write—there are going to be people violating it. I am not 
going to express an opinion as to which one is misbranded, but one 
or the other of them is misbranded. They can’t both be right. 

Mr. Douutver. This is not a prosecutory investigation, and we are 
not interested in finding that out; but 1 am glad to have that comment. 

Now, would you say that that would apply in each instance in 
which there is that disparity in the labels? 

Mr. Harrop. Yes, sir. 

Mr. Heseiton. Would you yield for one question on this? 

Mr. Becxwortn. All right. 

Mr. Hesexrton. I notice that prominently placed on one bottle 
is the word “Poison,” and an antidote is given. On the other one 
there is no mention of it. Can you account for the difference there? 

Mr. Harrop. I can only say that the question of what is a poison 
is one of the most perplexing and confused questions that there is in 
pharmacy today. Nobody has been able to define a poison satis- 
factorily. They have been trying for 30 years to do it. Hence, you 
will find all sorts of statements on it. It is not regulated by any 
law, with the exception of one or two State laws. California has the 
most elaborate poison law. Each State that has a poison law has 
different standards. The usual practice among the better manu- 
facturers is to take a rather toxic preparation and put ‘‘Poison”’ on 
it as a warning. Some put an antidote on and some do not. 

Mr. Beckwortu. What do you feel would be the most forward 
step that could be taken to remove the confusion that would character- 
ize some member of the public in accordance with what has been 
brought out by Mr. Dolliver a moment ago? 

Mr. Harrop. Well, the member of the public shouldn’t be able to 
buy a thing like that. I believe that the Food and Drug Adminis- 
tration deserves a very high tribute for the work they have done 
educationally in the last 2 vears. | think if you will go in drug stores 
throughout the length and breadth of this land today, you will find 
in a great many of them signs near the prescription counter, ‘‘Please 
do not ask your druggist to violate a Federal law by selling you a 
preseription item without a prescription.”’ They were not aware of 
it and the druggists generally were not aware of that requirement of 
law until this educational campaign was undertaken. Todav they 
are very much aware of it, and I think that the public is becoming 
brought aware of it. 

Mr. Beckwortu. One more question. Back to the list that you 
were talking about, do you foresee less protection for the public be- 
cause of, we will say, lack of an up-to-date list being in a given drug 
store, or carelessness that might attend the keeping up to date of 
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that list—do vou see the possibility for more harm to the public than 
exists today because of that kind of a situation? 

Mr. Harrop. Mr. Beckworth, I think Ido. One of the difficulties 
that I foresee with a list is where the druggist has his list back of the 
counter, and he has this product—let us assume that this is a new 
drug that he received on Monday of this week, and it is a toxic drug, 
and it has a caution legend on it, and he has a prescription for it. 
The question of refilling comes up. He looks on his list. Of course it 
isn’t on the list—he just got tt Monday, and the list is a week old and 
this new drug is only a day old. He goes ahead and refills that. He 
is violating the law. You haven’t kept bim out of law violation. 
You have given him a sort of phony guide because you have given 
him a feeling of assurance of protection, but he hasn’t got it at all. 

Mr. Becxworrtn. That is what I am talking about; and proposed 
protection, if accompanied by carelessness, might even be injurious to 
the patient, because the druggist would be looking at one list as his 
main standard, whereas he might perhaps get careless in regard to 
secondary standards. 

Mr. Harrop. There really shouldn’t be any substitute for the care- 
ful reading of the label on a drug at any time. There are no tricks, 
and no devices, and no colors or any shaped bottles (people from time 
to time want you to put out a bottle shaped this way for one drug and 
shi aped another ws L\ for the other drug) that w ul serve. There is only 
one way to keep drugs straight, and that is to carefully read the label, 
because you have to print a lot of very use ful information on there 
for them. 

Mr. Becxworrn. I was interested in your comment along that 
line, and it is not a conclusion that I have reached, but I simply wanted 
to get what your thinking is. 

That is all, Mr. Chairman. 

Mr. Hare. Returning, if you please, Mr. Harrop, to these two 
bottles of Hyoscyamus tincture, would you say one of them is mis- 
branded there? Now, one bottle bears a “Caution” in red ink, and 
below that in red ink the word “ Poison,” and below that in red ink 
“‘ Antidotes,’’ and some further reading matter. 

Bottle B simply bears a ‘‘Caution” in red ink, and you say one of 
them is misbranded. Must not the misbranding be in bottle B? 

Mr. Harror. May | look at the exhibits? 

Mr. Hate. Yes. 

Mr. Harrop. I think bottle B is the one misbranded; yes, sir. 

Mr. Hate. In other words, it cannot be misbranding to be a little 
overcautious, can it? 

Mr. Harrop. That preparation should not be sold except on pre- 
scription, and the one that can be sold across the counter is, In my 
opinion, misbranded. 

Mr. Hate. What is that again, please? 

Mr. Harrop. That preparation is so toxic that it should not be sold 
except on presci ription, and the one that can be sold across the counter, 
your product “B,” is misbranded because it is so labeled. I am ex- 
pressing my professional views now. 

Mr. Hate. Of course, a cautious and honorable pharmacist might 
not sell bottle B without a prescription, despite the fact that there is 
not anything on the label to that effect, is that not true? 
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Mr. Harrop. That is quite true. I doubt if 1 out of 1,000 
pharmacists would sell bottle B without a prescription, even though 
it is not labeled to limit him that way. He knows the characteristics 
of the drug. 

Mr. Hate. Thank you. 

Mr. Rocers. You mentioned something a while ago with reference 
to the possibility that the contents of a medicine might change, and 
therefore a prescription might be necessary. 

Now, in the case of paregoric, is the content of paregoric now what 
it was when you and I were brought up as boys, or is it different? 

Mr. Harrop. I don’t think that there has been any change in pare- 
goric. It isa USP preparation, and I believe that has been the stand- 
ard for a great many years. It hasn’t been changed for a long time. 
It is really an old drug. 

Mr. Rocers. In your opinion, is there any reason why a prescription 
should be required to buy paregoric? 

Mr. Harrop. There we are invading the field of the Commissioner 
of Narcotics. I know that he feels that there should be a prescription 
for paregoric. It is the view of the Bureau of Narcotics that only 
the exempt preparations containing codein should be in the exempt 
class, even though the Federal law is broader; they have conducted 
a campaign among the States to get the States to change their nar- 
cotics laws, so that more than half of the States today limit the 
exempt narcotics to those containing only codein. Thus your pare- 
goric is not sold except on a prescription in those States which have 
such a law. 

Mr. Rogers. Do you agree with that idea, that you should have 
a prescription for paregoric? 

Mr. Harrop. I really can’t say on that. If the Commissioner’s 
facts are true and there is as much danger as he feels, from the evidence 
he has, then I think we should support his views, because I would 
rather lean over backward in protecting the public than to gamble 
with their safety. 

Mr. Rocers. Do you consider paregoric a habit-forming drug? 

Mr. Harrop. It is so classified under the Food, Drug, and Cosmetic 
Act; all of the narcotics are habit forming. 

Mr. Hesetron. I notice on that bottle B to which Mr. Hale 
referred, there is a sort of a prescription, I suppose, telling how it 
should be used and discontinued, but at the bottom there is this 
sentence which I hadn’t noticed before: “Professional and manufac- 
turing use only.” 

To the pharmacist, would that not mean definitely that it was not 
for sale except under prescription? 

Mr. Harrop. I don’t think it would. There is only one technical 
phrase that confines it to prescription, and that is the phrase of the 
regulations, ‘Caution: To be dispensed only by or on the prescription 
of a physician.” That label of product B is written very ‘‘weaselly”’ 
to try to make it look like it is limited, but actually not to legally 
limit it. 

I just wanted to check with the food and drug list of the exhibits 
to see if I was in agreement with them on how it should be classified, 
and Iam. They think that that exhibit A, that is, the Pilot one— 
are you talking about exhibit A or B now? 
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Mr. Hesetron. | was talking about exhibit B. 

Mr. Harrop. Is that listed as exhibit B? They have it listed 
here as A. 

Mr. Hesetron. Mr. Hale used “B” for the record. 

Mr. Harrop. That is the one, and they take the same position 
that I stated, that it should be on prescription legend, and it is 
misbranded. 

Mr. Hesevron. What are these two medical preparations used for, 
to treat what disease, do you know? 

Mr. Harrop. I think I had better not try to qualify as a medical 
expert. lam a lawyer. 

Mr. Hesevron. Have you enough knowledge about the product 
to know whether that is the sort of thing that is in quite considerable 
demand? 

Mr. Harrop. It is used quite frequently, and it is a quite toxic 
drug, I know that. 

Mr. Hesevron. I see on the back of it, there is an added label; | 
understand that it is an antispasmodic. Does that mean anything 
to you? 

Mr. Harrop. Well, it is a class of drugs. Almost all of the anti- 
spasmodics are quite toxic, but they are very useful drugs. They 
must be used carefully because a person could do himself serious 
damage if he took them without proper guidance. 

Mr. Hesetron. Could it cause death? 

Mr. Harrop. Yes, sir. 

Mr. Heseiron. That is all. 

Mr. Hatz. May I make just one statement for the record? In the 
question which I asked the witness a few moments ago, I described a 
certain bottle as ‘‘Bottle A,” although I observe that it is marked 
No. 12b; and the bottle that I referred to as “Bottle B” has the 
designating markings on it “No. 12a.’’ In other words, I inter- 
changed the letters which had been previously put on the two exhibits. 

The CHarrMANn. The chairman wants to call attention to the fact 
that we have with us a delegation of students from Pennsylvania 
State College, and we are giad to have them with us for whatever 
they may be able to learn. 

I see that they express the fact that they are interested particularly 
in history, and we haven’t time to give you a long history, but this 
committee was the first committee established in the Congress of the 
United States. 

Mr. Harris. I would like to ask just one question of Mr. Harrop 

First, do I understand you to say now that you feel that changes 
should be made in this proposal to accomplish the objectives sought, 
by first striking out altogether the reference to the Harrison Act, the 
narcotic drugs? 

Mr. Harrop. Yes, sir. 

Mr. Harris. Would it make any difference, insofar as the law is 
concerned, whether it is in here or it is not in here? 

Mr. Harrop. Well, I think it would, sir, because I think that this 
committee could recommend a bill to Congress and Congress could 
put exempt narcotics under a prescription limitation. That would 
not be in conflict with the narcotics law. It would be in addition to 
the narcotics law. It isn’t the desire, as I understand, of the Food 
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and Drug Administration to do that, and that is the reason we think 
it should be eliminated. 

Mr. Harris. That was my understanding, and if section (b) (1 
were left in the bill, it would supplement the Harrison Act, would 
it not? 

Mr. Harrop. It would, and it would make exempt narcotic 
preparations which are harmless, and now freely sold across the 
counter, subject to a prescription limitation. 

Mr. Harris. Your viewpoint is that this would go even further 
than the present law, then? 

Mr. Harrop. Yes, sir. 

Mr. Harris. And you think that that phase of it should be 
deleted? 

Mr. Harrop. Yes, and | understand that we are not at all in 
opposition to the principle of the Food and Drug Administration. 
[It is a question of the mechanics of being sure that we don’t inad- 
vertently include some drugs that are not intended to be included. 

Mr. Harris. Now, vour next recommendation is a substitute for 
provision (b) (2). That seems to me the fundamental issue of this 
whole question. I may be wrong about that. 

Mr. Harrop. I think that vou are absolutely right. 

Mr. Harris. Because, as | gather it, the general principle to be 
attained here is to do something about the question of refilling 
prescriptions. At the same time, it is to protect the welfare of the 
people. And again, at the same time, it is to put the responsibility 
for this problem in the appropriate place. 

Now, you propose here the establishment of a standard, is that 
my understanding of vour discussion? 

Mr. Harrop. Yes, sir. 

Mr. Harris. And in doing that, the standard would be followed, 
and consequently you would eliminate the necessity of public hearings 
before the Commissioner? 

Mr. Harrop. That is right 

Mr. Harris. Thereby eliminating the necessity of even, in certain 
instances, appeals to be determined by courts. Do I understand 
that to be your position? 

Mr. Harrop. Yes, sir. 

Mir. Harris. Then I could make some comment about the languagé 
in this proposal that you have here. Not being familiar with medical 
terms or pharmacs utical terms, and all of this, it seemed to me pretty 
difficult to understand. It does seem to me that more simple language 
could be used to state a standard than what you have here. Maybe 
that is not right, | do not know 

Mr. Harrop. That language we took from the present regulations 
of the Food and Drug Administration, feeling that it would be better 
to adopt a standard which they have established and which, therefore, 
we would assume they would approve, than to try to rewrite it, even 
though we might accomplish the same thing with fewer words. 

\Mir. Harris. I can understand, with this approach to it, why so 
many poeple are having such a difficult time with it. 

But as I understand, out of all of this comes a position that you take 
that the responsibility would be placed where it belongs, and that is 
on the manufacturer? 





160 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


Mr. Harrop. Yes, sir, and we are not trying to avoid that re- 
sponsibility. It is our responsibility. We sell these products to the 
retail druggist with a guaranty that they are neither misbranded nor 
adulterated, under the law. If anybody comes to him and says that 
it is adulterated or misbranded, if he sells an original package product 
across the counter, and he is cited for selling such a misbranded or 
adulterated drug, he can turn right around to us and relieve himself 
entirely of all legal responsibility, and we have to defend. It is our 
responsibility, because we introduced it in interstate commerce in the 
condition in which he sold it. 

Mr. Harris. Would the practical effect of this mean, then, that the 
manufacturers would determine what product was sold over the 
counter and what product would necessarily have to have a prescrip- 
tion for refill? 

Mr. Harrop. I would Say that we would have the responsibility of 
measuring our products against the standard that Congress would 
if we were right in so measuring them. If we were not right, we 
sbranding. 
rt trying to say that there 
e an implication whatso- 


set, 
would be subject'to prosecution for 1 

Mr. Harris. lL appreciate that, ane ( 
should be a procedure whereby there would | 
ever against the manufacturer, but the whole question I am trying to 
tet at here is who has the responsibility to the patient. Is it the 
coctor who treats that patient, or the manufacturer who manufactures 
the product that the doctor must preseribe? 

Mr. Harrop. I would have to answer that by saying that the re- 
sponsibility is the doctor’s, where the doctor is treating a patient. | 
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cuess [ didn’t understand vour question before, Mr. Harris. 

Mr. Harris Maybe I did not understand your position. I under- 
stood your position was that this standard should be set, and conse- 
quently on all of this problem it was the responsibility would be placed 
where it belongs, or, using your own statement, with the manufacturer. 

Mr. Harrop. I mean as between the retail druggist and the manu- 
facturer, as to who is responsible for the proper labeling of the drug: 
not as to the treatment of the patient. The manufacturer is In a posi- 
tion to really know best about his drug and whether it meets this 
standard, because he hs 5 got rather larce and well-trained scientific 
staffs and medical staffs that are studying these problems all of the 
time. if anybody knows whether a drug should be sold on prescrip- 
tion, it should be the manufacturer’s medica! staff. 

Mr. Beamer. Would the gentleman yield at that point? I wonder 
if you are not referring to the language as we find it in the printed 
section (2). and as Mr. Harris has indicated, instead of referring it to 
the Administrator of the FSA, or whatever agency it might be, it 
would go to a staff of, as vou have said, experts qualified by scientific 
training and experience. Is that the point? 

Mr. Harris. That was the point I was going to come to finally, as 
the crux of it, and it would seem to me that what you are advocating 
and | want to see if I am clear about if > I do not want to get the wrong 
impression—but what I was coming to, it would seem to me what you 
are advocating here is that instead of an administrator supervising 
this as set up by the Food and Drug Act on all of these problems, you 
are advocating that the manufacturers have that responsibility and 


authority. 
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Mr. Harrop. I am advocating that the responsibility of complying 
with the law should be placed on the manufacturer. That is the way 
the Food, Drug, and Cosmetic Act is written. The authority to 
enforce the law is vested in the Food and Drug Administration. 

Mr. Harris. | have just one question and then I am through. 
And incidentally, this is important, because this question is suggested 
by our legislative counsel here. 

We recognize this as a highly technical problem, and it is going to 
have to have some very careful and technical study. If the suggested 
amendment to provide for the legislative standard, instead of the list, 
is adopted, would the manufacturers and the pharmacists have some 
difficulty in determining border-line cases; that is, what drugs fall into 
the prescription class? That is just another way of restating the 
question that l asked you. 

Mr. Harrop. The pharmacist won’t have any difficulty, bec 
the labeling with the “Caution’’ legend will be his ‘J 
certainly will be a few drugs—and I think that you will 
relatively small list—about which there may be some . 

reement between the Food and Drug Administration experts and 

manufacturers’ experts. ‘These should be resolved in those few 
cases with litigation to see where that drug does properly fall. They 
will not be dangerous drugs, because there is no disagre ment on 
dangerous drugs. They will be on questions, for example, as to 
whether eardrops that are not dangerous at all, maybe nothing but 
glycerin, whether vou should be allowed to sell them over the counter, 
or whether you should have to have a doctor’s prescription, on the 
theory that you might mask the symptoms of a serious condition. 

Mr. Witirams. In view of the fact that the 
roll call, I will defer my questions until later. 

The Cuarrman. | was going to say that my plan is to re 
enough to let the members answer and come back, say, in 
from now. 

Mr. Witirams. Mr. Chairman, I may be in error about this, but 
I would like to raise a point of order against the committee holding 
hearings while the House is debating under the 5-minute rule. 

Mr. WoLverTon. May I say to the gentleman that my information 
is that an hour remains of general debate, and I assume that when 
this roll call is over they will go a h the debate for 1 hour. 

Mr. Wituiams. That being the case, | will withhold my point of 
order. 

I would like to say, Mr. Chairman, that I don’t feel 
hold hearings during the debate under the 5-minute ru 
on these appropriation bills. 

The CHarrMan. That is not debatable at all, and vou have the 
right to take that. position. 

Mr. Harris. The Speaker of the Hause has stated that principle. 

Mr. Wotverron. I have in mind that the chairman has a personal 
matter that requires some attention this afternoon, and I was hope- 
ful that we could proceed at least for an hour, and enable him to be 
here during that time. 

Mr. WiuuraMs. I have no intention of raising a point of order. 

Mr. Wotverrton. I think we could be back here in a half-hour. 

The Cuarrman. I want to ask this question before | forget it, and 
in regard to the statement I want to be sure I understood you. Are 
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vou for the elimination of that word “efficacious,” or do you want to 
include it? 

Mr. Harrop. We have recommended its inclusion for the reason 
stated previously. Should the word ‘‘efficacious’’ be included we 
would like to have the committee report carry the statement of Mr. 
Larrick as to the limitations of that word “efficacious.” 

The CHarrman. I have very serious questions about the word 
being in there. 

Mr. Harrop. I have very serious questions, too. We proposed 
it because we hoped we could bring in a compromise that would be 
acceptable. We would rather see it out 

Mr. Worverron. Mr. Harrop, I note that you represent the 
American Drug Manufacturers Association. How many associations 
are in existence in which there are any drug manufacturers? 

Mr. Harrop. There are three, Mr. Wolverton: The American 
Drug Manufacturers Association; the American Pharmaceutical 
Manufacturers Association; and the Proprietary Association. 

Mr. Wotverton. So far as you know, do they agree on anything? 

Mr. Harrop. We are in entire agreement on recommending this 
amended bill to the committee. 

Mr. Wotverton. With exceptions? 

Mr. Harrop. The amended bill—the one as we have proposed it 
here. 

Mr. Wotverrton. All three of you agree on that, do you? 

Mr. Harrop. Yes, sir. 

Mr. Wotverton. Maybe if we continue these hearings long enough, 
Mr. Chairman, there will be more general agreement. 

Mr. Harrop. I would hope so, Mr. Wolverton. 

Mr. Wotverton. It has been rather confusing to me to have all 
of these different viewpoints in an industry where those who partici- 
pate in it are so close together from a practical or participating stand- 
point. What I have in mind is this: The drug manufacturers and 
the pharmacists and the Department are all interested parties to this 
legislation. It seems to me there ought to be some kind of a council 
where you all sit down together and endeaver to agree upon these 
things, instead of putting them up to a committee of laymen. I 
would like to have seen some effort made between the different indi- 
vidual interests to come to some agreement as far as they could, at 
least. 

Has there ever been held any such meeting of the different interests, 
in order to come out with something that all could agree to? 

Mr. Harrop. There have been some efforts in that regard, Mr. 
Wolverton. They haven’t been very successful, because the NARD 
is insistent upon approaching it on this list basis, and the manufac- 
turers are very much afraid of a list that is the result of administrative 
hearings. Such hearings would be followed by a long series of ad- 
ministrative appeals, and then an appeal to the court if there is a 
divergence of opinion between the experts for the manufacturer and 
the Food and Drug Administration. That is the only thing that 
separates the groups. It is a question of how you are going to accom- 
plish this relief that the retail druggist needs. We are all agreed that 
there should be a definition of what drugs can be refilled. 

Mr. Wotverton. Whether it be a standard fixed by legislation or a 
list, would a council that would give due recognition to all of the 
interested parties be helpful in either or in both cases? 
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Mr. Harrop. I don’t know what the answer to that is. I doubt if 
the Food and Drug Administration would think that such a delegation 
of authority could be given to a lay body, unless you are speaking of an 
advisory council. 

Mr. Wotverton. I am speaking of an advisory council. 

Mr. Harrop. I don’t think we would have any objection to an 
advisory council, but it could only have any force and effect if the 
Food and Drug Administration had the power to accept or reject its 
advice, and we are afraid of that. 

Mr. Wotverton. I have in mind something of the nature that 
applies to our different research programs. The legislation providing 
for such programs came out of this committee. They have advisory 
councils in connection with their operation, and it seems to have 
worked very well. 

Mr. Harrop. Well, informally, we have carried on that type of 
advisory work with the Food and Drug Administration through the 
vears. Mr. Larrick, when he testified, mentioned the very close and 
pleasant relationships that we have had between industry and the 
Food and Drug Administration during the years. We have solved a 
great many problems. We can solve a lot of these problems if we are 
given a chance to sit down and work them out under this standard. 
There isn’t any difference between our experts and the Food and 
Drug experts on the toxic drugs. There is no difference there at all. 

When you talk about efficacy, there are bound to be differences. 
You can get the finest experts in the country, and half of them will 
line up on one side and half on the other side. If it is not a dangerous 
drug, it is questionable whether the public should be denied the oppor- 
tunity of buying that tvpe of a drug without a prescription. 

Mr. Worvertron. The question that was asked, or the line of 
questions that were asked by Mr. Harris, included this question 
which I am not sure whether I understood your answer to as fully 
as I would like: If your suggested amendments to provide for a legis- 
lative standard instead of a list is adopted, will not manufacturers and 
pharmacists have difficulty in determining the borderline cases, 
and what drugs fall into the prescription class? 

Mr. Harrop. The pharmacist won’t have any difficulty, because he 
is guided by the labels that he receives. The manufacturer will have 
some difficulty, and those are the cases that he talks out with the Food 
and Drug Administration and comes to an understanding. That is 
true right now, under the present law, as to whether or not it must 
bear a caution legend. 

Mr. Woxtvertron. When you speak of drug manufacturers talking it 
out with the Department, you are spe aking now of some particular 
drug manufacturing concern that has a particular product? Assuming 
that other drug manufacturers have the same product, although maybe 
under a different name, would you feel that there would be unanimity 
between them as to what should be the action of the Food and Drug 
Administration? 

Mr. Harrop. I doubt it, and I don’t believe there will be unanimity 
with a list. There is a group of small manufacturers, fringe operators 
who are going to violate any law that is enacted. The only way vou 
can handle them is to keep prosecuting them. Among the large 
groups, there will be unanimity of opinion. 

Mr. Wotvertron. When you speak of counseling with the Food and 
Drug Administration by particular drug manufacturers, assuming that 





164 FEDERAL FOOD, DRUG, AND COSMETIC ACT 


the Department would agree with the viewpoint of that particula 
drug manufacturer, would the others have a right to be heard, or how 
would you determine that? 

Mr. Harror. The Food and Drug Administration is very meticu- 
lous in handling those informal hearings, Mr. Wolverton. They a: 
invariably called through the three manufacturing groups, and a 
general notice is given, allowing anyone interested to attend. 1] 
doesn’t have all of the formality of an administrative hearing, but all 
parties that have an interest have an opportunity to be present an 
be heard. 

Mr. Wotverron. If a legislative standard was fixed, the Depart 
ment would have to act under that, would it not, in making a list? 

Mr. Harrop. There would be no list, Mr. Wolverton. The De- 
partment could issue an advisory list if it wanted to. 

Mr. Wotverron. In other words, the manufacturer would assun 
the full responsibility of making a correct determination under th 
standard fixed in the statute? 

Mr. Harrop. Yes, sir. That is the way it is now in the law. 

Mr. Wotvertron. Would that necessarily be in the interest of th: 
patient or the consumer? We look upon the Federal Food and Dru 
Administration as one that is set up to protect the public. 

Mr. Harrop. We do, likewise, and the Food, Drug, and Cosmetic 
Act was enacted for the protection of the public. The interpretatiol 
and application of its standards and requirements to the labels b 
the manufacturers is in the interest of the public, because it is ar 
interpretation and application of this law to protect the public. 

Mr. Worverron. If your proposition should be adopted, what, if 
any, check would there be by the Department preliminary to your 
adopting a certain form of label? 

Mr. Harror. There is no more check than there is under the law 
now. The operations of the Food, Drug, and Cosmetic Act is to 


place these standards in effect, and require all people who are operat- 


ing in this field to abide by them. Those who do not are subject to 


prosecution for misbranding or adulteration 

I could say this, in addition, however, that today, since the enact- 
ment of section 505 on new drugs in the present law, practically all 
of the drugs reaching the market today have been through the new 
drug procedure, and have been reviewed extensively by the Food 
and Drug Administration. So that this standard would operat 
generally on old drugs and not on the new drugs. 

Mr. Wotverton. Assuming that you would put out a new prep- 
aration, and your interpretation of the legislative standard woul 
be one thing and another manufacturer would have another, how 
would that get to a’ point of a decision so that the consuming public 
SO to speak, would be protected? 

Mr. Harrop. Just the same as it would in case of a list, where wi 
followed the list and the other manufacturer didn’t, or vice versa 
If we persisted in that, it would take regulatiory action from the Food 
and Drug Administration. They would have to take action against 
one manufacturer or the other for misbranding. 

Mr. Wotverton. And whether they took any steps of prosecution 
would depend upon if and when it came to the attention of the 
Department, would it not? 

Mr. Harrop. That is right. 
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Mr. Wotverton. Might it not be that considerable damage could 
be done throughout the country where there has been a wide dis- 
tribution of a drug without it first having come to the attention of the 
Department? 

Mr. Harrop. I don’t believe so, Mr. Wolverton, because all of 
the new drugs that would have that toxic potential have to go through 
the New Drug Section and have to be approved by the Food and 
Drug Administration before they can be sold, and labeling is one of 
the things that they check. 

As far as the old drugs are concerned, I am sure that they will 
agree with me that there is no substantial variation or difference of 
opinion between their experts and ours on toxic drugs. They are 
pretty generally labeled with the caution legend. Some of the ex- 
amples before the committee are from small houses. These are not 
going to be labeled properly, whether you have a list or not, because 
their business—and I am not referring to any particular firm now, 
but I am referring to a class of firm-——their business is violating the 
law. They make imitations of products of other manufacturers, and 
make products that are aimed to be sold in violation of law. 

Mr. Wotverron. From what you say, then, there is some check 
through the Division of New Drugs before they are put on the market. 

Mr. Harrop, That covers every toxic drug that comes on the 
market today. 

Mr. Wotverron. That is all, Mr. Chairman. 

Mr. Hesevron. In that connection, do all of the drug manufac- 
turers have a medical staff, or at least medical members of the concern, 
who pass upon the question of labeling? 

Mr. Harrop. I can’t say that all do, but the great majority do, 
and some of them have very extensive staffs. I can speak for my 
own firm. We have a very large medical staff, and then we have the 
leading specialists in each of the fields on an advisory staff, like 
Dr. Stare, of Harvard, and Dr. Thorne, of Harvard, and several of the 
men at Mayo’s are advisory to members of the medical staff to give 
special consideration to their own field. 

Mr. Hese_ton. How much, if any, import is there from other 
countries, do you know? 

Mr. Harrop. I don’t think that American firms are importing 
drugs at allany more. You mean the sale in this country of imported 
drugs? 

Mr. Hese.iton. Yes. 

Mr. Harrop. I think that that is quite small since the development 
of the pharmaceutical industry between World War | and World 
War Il. We became the acknowledged leader in pharmaceutical 
manufactures during World War Il. ‘Today we are the big exporting 
country in the field of drugs. 

Mr. Hesetton. My attention has been called to a matter I think 
should be in the record. It has to do with a question I believe Mr. 
Priest asked. Could it not develop with respect to a particular drug, 
for example folic acid, as to which the Food and Drug Administration 
charged, and the court has held, that it is toxic, that after the court 
decision, experience developed to show that it is not toxic. 

Mr. Harrop. Then it is salable again. 

Mr. Hesetton. In the matter of toxicity, is that decision res 
judicata? 
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Mr. Harrop. That is a question of fact, and each case will take its 
own facts. 

Mr. Hesetton. If, under the legislative standard proposed by, 
you, the court should find in a case that a drug is toxic, what woul 
happen if later experience showed that the facts on which the court 
decision was based were no longer correct? 

Mr. Harrop. The drug could then be sold again because you would 
have a different set of facts and presumably a court reviewing them 
again would come to the opposite conclusion. 

Mr. Heseiron. So that under a court decision on out-of-date facts 
you would have a change on the basis of the new facts? 

Mr. Harrop. Yes, sir. 

Mr. Hesston. Is it correct that the Canadian law contains a 
specific legislative list of dangerous drugs? 

Mr. Harrop. Yes, sir. 

Mr. Hesetron. Do you think the same or a similar list could 
embodied in this legislation? 

Mr. Harrop. If the philosophy of the Food and Drug Administra 
tion were that of the Canadian Food and Drug authorities, we prob 
ably would not oppose the list because they have held their list very 
small and they have not toyed around with theories of construction to 
see how far legislative language can be extended. There are no drugs 
on their list, for example, that depend upon the claim to prescription 
limitation that they may mask the symptoms, even though the drugs 
are harmless themselves, they may mask the symptoms of som: 
serious condition, and therefore they shouldn’t be sold. Aspirin may 
mask the symptoms of a serious condition because it kills pain. 

Mr. Hesetron. If this committee should want to look into that, 
what machinery would you suggest for development of such a list? 

Mr. Harrop. I don’t know of any machinery, Mr. Heselton, that 
can be offered except the usual administrative machinery, but | would 
urge strongly that, if this committee feels that the authority to set up 
a list should be granted, the review should be more extensive than 
that granted under the Administrative Procedure Act because regard- 
less of the Universal Camera case and the newer opinion of the 
Supreme Court of the United States, you still have the so-called sub- 
stantial evidence rule with very little opportunity to avoid the con- 
clusion of the preliminary hearing body if the facts are at all in support 
of that body. 

Now these problems of efficacy are apt to divide pretty much 50-50 
and there are good men on both sides where the drug is not dangerous 
and it is not toxic at all. The question is, does the layman know 
enough to use it. I think that that should be resolved by a pretty 
impartial court in the last analysis. ‘The issue should not be tried 
with a strike or two against either side. 

Mr. Heseitron. There is a field as I understand it where everyone 
is agreed on the dangerous use, and another area where everyone is 
agreed that it is not dangerous to use it and it is in this hazy field 
where there are differences of opinion you think that there would be 
difficulty in establishing the list there. 

Mr. Harrop. Yes; if the committee feels that the list is the proper 
approach, then we would most strongly urge that the word ‘‘efficacy 
be stricken out as a standard. 


Mr. Hresettron. What is that? 
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Mr. Harrop. That the word “efficacy”’ be taken out. If you are 
going to put up a list, let it be toxic drugs that are too dangerous for 
administration and then the administrative process would not be 
nearly so dangerous. 

Mr. Hesevron. Finally, I thought that I understood you to say in 
response to one of Mr. Wolverton’s questions that there are a number 
of drug manufacturers who are engaged in illegal business in and of 
itself; that is, imitating other products. 

Mr. Harrop. Yes, sir. 

Mr. Hese_tron. How extensive is that? 

Mr. Harrop. It has become quite extensive now. They are small 
outfits and they spring up overnight and operate for a short period 
of time and then move on. We have had some litigation; most of the 
legitimate manufacturers have. You get a judgment against them 
but you find that they are not collectible. Then they are out of busi- 
ness and the next thing you know they are in business again not in 
New York this time but they are in Chicago. I think I have seen 
some estimates that probably 10 to 15 million dollars’ worth of drug 
business a year is done in this substitute field. 

Mr. Hesetron. Is there any check on that? 

Mr. Harrop. It is pretty much up to the private manufacturer in 
trying to prevent a substitute being sold for his product. It is a sort 
of a bootlegging proposition. 

Mr. Hesetton. Is it a matter of less cost and more profit? 

Mr. Harrop. That is right. They take all of the research work that 
has been done by the legitimate manufacturer, copy the formula 
when it is not protected by any patent and most of them are not, and 
even copy the label insofar as they possibly can, and try to avoid 
trade-mark infringement and then having none of those administrative 
overhead costs and a very small operation, they will offer it at a cut 
price. 

Mr. Hesetton. Is there any power under the Federal law to check 
that? 

Mr. Harrop. There is one provision in the act that might be 
brought into force. I have discussed it with Mr. Larrick. The Food 
and Drug Administration is very sympathetic to our views but they 
have got a pretty big enforcement problem in trying to enforce other 
provisions of the act. We have never felt that it was fair to ask them 
to get at this illegitimate business unless the product is misbranded or 
adulterated. Where it is just a question of imitation we feel that that 
is our job to clear that up. If it is misbranded or adulterated drugs, 
then they should get after it. 

Mr. Hesevron. It would occur to me as a layman that there would 
be far more public interest in preventing improper manufacture of 
drugs that may be inherently dangerous than there is in policing 
legitimate concerns that are themselves undertaking to act properly. 

Mr. Harrop. Well, I think the Food and Drug Administration is 
trying to police it as much as they can. They have a large enforce- 
ment problem. I think that a number of those exhibits will ulti- 
mately result in cases brought against the party that is guilty of the 
misbranding. 

Mr. Hesevtron. That is all, Mr. Chairman. 

Mr. Wotverton. Mr. Chairman, the witness has said that the 
pharmacist has nothing to worry about if the suggestion of the 
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witness is adopted. If the manufacturer was wrong in his determina- 
tion, the particular drug could be sold without prescription and then, 
if a pharmacist sold it without prescription, would the pharmacis' 
not be subject to prosecution? 

Mr. Harrop. I think he can rely on the guaranty that he receives 
from the manufacturer. 

Mr. Wotverton. Are you stating that, as a principle of law, the 
pharmacist could rely on the guaranty that he got from the manu- 
facturer? 

Mr. Harrop. I was in the middle of my answer to it, Mr. Wolver 
ton. 

Mr. Wotverton. I beg your pardon. I wanted to make sure 
You said that you were a lawyer and I assumed your statement would 
be based upon legal principles. You had gone far enough to create 
doubt in my mind. 

Ir. Harrop. The guaranty section relieves a purchaser of an 
interstate drug, who in good faith hands out the same package, from 
a charge that it was originally misbranded or adulterated if he has 
received the drug under a written guaranty and makes that and al! 
of the records available to the Food and Drug Administration. 

Mr. Wotvertron. You mean there is a provision of law that exempts 
him from liability? 

Mr. Harrop. As far as the sins of the other party are concerned, 
yes, Mr. Wolverton. It is to protect him from something over which 
he has no control. 

Mr. Wotverton. What do you mean, the sins of the other party? 

Mr. Harrop. If the manufacturer or whoever introduces the prod- 
uct in interstate commerce has either misbranded or adulterated the 
drug, the person who receives it may not be in a position to know 
whether it is adulterated or misbranded. If he receives it under the 
written-guaranty provision in the law. Let me read this guaranty 
provision: 

No person shall be subject to the penalties of subsection (a) of this section, (1 
for having received in interstate commerce any article and delivered it or proffered 
delivery of it if such delivery or proffer was made in good faith, unless he refuses 
to furnish on request of an officer or employee duly designated by the Adminis- 
trator the name and address of the person from whom he purchased or received 
such an article and copies of all documents if any there be pertaining to the delivery 
of the article to him; or (2) for having violated section 301 (a); or (3) if he estab- 
lishes a guaranty or undertaking, signed by and containing the name and address 
of the person residing in the United States from whom he received in good faith 
the article, to the effect in case of an alleged violation of section 303 (a), that this 
article is not adulterated or misbranded within the meaning of this Act, desig- 
nating this Act, or to the effect in case of an alleged violation of section 301 (d) 
that such article is not an article which may not under the provisions of section 
404 or 505 be introduced in interstate commerce: or for having violated section 
301 (a) where the violation exists because the article is adulterated by reason of 
containing a coal-tar color not from a batch certified in accordance with regulations 
promulgated by the Administrator under this Act, if such person establishes a 
guaranty or undertaking signed by and containing the name and address of the 
manufacturer of the coal-tar color, to the effect that such color was from a batch 
certified in accordance with the applicable regulations promuigated by the Admin- 
istrator under this Act. 


It is designed to place the responsibility where the responsibility 
really belongs, and to relieve the good faith operator who is not in 
a position to be aware of the facts from being responsible. The 
druggist who gets a drug has no way in the world, unless he wants 
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to open up every bottle and take out a tablet and analyze it, to know 
whether or not it is adulerated, and if it is adulterated it is mis- 
branded. The only person who knows is the manufacturer that has 
sold it to him. The manufacturer should be responsible under those 
conditions, and I am sure that you will agree. 

Mr. Wotverton. I have no hesitancy in agreeing with you on that, 
but I do have some hesitancy in following you to the extent that you 
go in saying that the druggist has nothing to worry about. 

We had before us two bottles this morning. I don’t remember the 
name. It was too technical for me to remember. One of them 
required it to be dispensed under a prescription and the other did not. 
Now, there was a difference of opinion and yet I think that you said 
that it did have danger in it and that the average druggist would 
know that and, notwithstanding the labels on the bottle, would not 
dispense it without a prescription. 

Suppose he bought from the concern that required prescription. 
Suppose that some dire results followed. Of course he would not be 
liable in such a case because he had done it on the prescription of a 
physician. The physician would be the one that would be liable. 
Suppose, however, that he took it out of the other bottle that didn’t 
require a prescription and, notwithstanding the toxic character of 
the drug, he dispensed it without a prescription and then dire results 
followed. Would you say that the druggist was not responsible 
under those circumstances? 

Mr. Harrop. He has responsibility in such case if he has knowledge 
above and beyond the labeling on the package he receives and can’t 
bring himself within this guarantee. What I was trying to say when I 
said he had nothing to worry about, I think I was talking about the 
proposal that we made to try to give him a guide for the refilling of 
prescriptions without a doctor’s authority. We have tried to set up 
a standard so that he can look at his labels and if it has the “‘caution” 
legend on it he knows that he may not refill it without the doctor’s 
authority. If it does not have the “‘caution”’ legend on it, he may fill 
it without such authority. The responsibility for that proper labeling 
is placed on the manufacturer who has the knowledge and should 
have such responsibility for proper labeling. 

If the manufacturer has violated the law, as far as the manufacturer’s 
responsibility is concerned, he is directly liable in an action by the Food 
and Drug Administration or he is indirectly liable if the druggist turns 
over his guaranty and throws the liability back on the manufacturer 
where it should be placed. 

Mr. Wotverton. I will not pursue my questions any further, but 
my questions were not based on responsibility of the druggist from the 
standpoint of the Food and Drug Administration, because I can see 
that a different element enters into it there, but I have been speaking 
of it from the standpoint of the individual who purchased the drug, 
the private individual. 

Mr. Harrop. Well, I think the good faith of the druggist would 
enter into all of those transactions. 

Mr. Wotverton. That is all an element of proof. 

Mr. Harrop. That is right. 

Mr. Wotverron. And before a jury, but that doesn’t eliminate 
the case and therefore it does not eliminate the worry of the 
pharmacist. 
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Mr. Harrop. I will withdraw my statement that he has nothing 
to worry about. That is too broad a statement, anyway. 

Mr. Wotverron. That is all. 

Mr. Beamer. I have just one question, if I may, Mr. Chairman. 

Did I understand that in your page 2, you made a suggestion for a 
substitute and later on I think you stated, too, that probably the part 
that disturbed most of the folks was the efficacy provision? 

Mr. Harrop. Yes, sir. 

Mr. Beamer. Suppose there be some substitute language that might 
clarify that, or would you recommend a listing, and if so would you 
like to suggest for the consideration of the committee some wording 
that might assist them in that direction? 

Mr. Harrop. I can’t fairly recommend a listing because we ar 
opposed to it. We don’t think it is a proper approach and ou 
experience is not too good with administrative hearings. We think a 
standard like this is a fair way of approaching it. You can amend 
that by striking out “and efficacious.”’ 

Mr. Beamer. Just striking it out, that would be your answer? 

Mr. Harrop. And say ‘as safe for use.’”’ You have left ‘toxic 
potential for harmful effect.”” That is a pretty good standard 
Probably it is the only needful standard. 

Mr. Beamer. I think that answers my question. 

The CuarrMan. Thank you, Mr. Harrop. 

(Telegram of Parke, Davis & Co. follows:) 

Detroit, Micn., May 2, 1951 
Ex.ton J. LAYTON, 


Clerk, Committee on Interstate and Foreign Commerce, 
House of Representatives. 

In regard to H. R. 3298 we wish to go on record as being in favor of modifica 
tion of this bill in the manner suggested by Leslie D. Harrop as general couns« 
for the American Drug Manufacturers Association. We believe that limiting th 
dispensing of any drug on prescription only may best be accomplished by defini 
tion in the law in language like that now in administrative regulation (sec 
2.106 (B) (1)) applying to section 502-F of the Federal Food, Drug and Cosmeti 
Act rather than by placing upon the Food and Drug Administration the respons 
bility to prepare and keep up to date a continually changing list of drugs identifi 
by specific names we also believe the proposed reference in (B) (1) of bill 
habit forming drugs is completely unnecessary in the light of section 502 (D 
the present act and the application of now effective narcotic laws and regulatior 

PaARKE Davis & Co. 
KENNETH D. McGrecor, 
Se ‘reiary and Gene ral Altorne J 


The CHAIRMAN. The next witness is Mr. Clutter. 


STATEMENT OF RAYMOND O. CLUTTER, ELI LILLY & CO., 
INDIANAPOLIS, IND. 


Mr. Ciurrer. My name is Raymond O. Clutter, and I am repre- 
senting Eli Lilly & Co., one of the larger pharmaceutical manufac 
turers, located in Indianapolis, Ind. I have here a prepared state- 
ment which was written by Mr. W. M. Wheeler, Jr., our secretary- 
general counsel. Unfortunately, he was not able to attend this 
hearing and so first I am going to read his statement, after which 
I will be glad to answer any questions that any of you gentleme! 
may have. 
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Mr. Wotverton. Before the witness proceeds, may I inquire as 
to what position he holds with the Eli Lilly Co.? 

Mr. Ciurrer. I am an attorney for Eli Lilly & Co. and I am Mr. 
Wheeler’s assistant. 

Since 1876 Eli Lilly & Co. has been engaged in the manufacture 
and sale of medicinal products for use under the direction of a physi- 
cian. It opposes the legislation now under consideration by this 
committee because it feels that to place in the hands of any adminis- 
trative agency the broad powers of drug classification contemplated 
by H. R. 3298 would be against the best interests of the public. Its 
reasons may be stated briefly as follows: 

1. H. R. 3298 will amount to an abdication by Congress of its 
legislative powers and a delegation of such powers to an administrative 
agency. 

2. When it is considered that there are many thousands of drug 
products and many thousands of diseased conditions for which one or 
more of them may be indicated in the treatment the endless task of 
administrative classification becomes apparent. Some drugs ms iv be 
safe and efficacious without medical supervision when recommended 
for certain conditions and at the same time be quite dangerous for 
use without medical supervision in the treatment of other conditions. 
The question of safety and efficacy accordingly depends upon count- 
less factors, among the most important being the nature of the drug, 
its dosage, method of administration, frequency of administration, 
the precise condition for which such drug is being administered, 
cetera. An administrative classification would accordingly require 
that consideration be given to each of these factors for each drug with 
respect to each intended use. Such administrative classification would 
involve hearings, the attendance of experts, and the taking of testi- 
mony. Isit possible for anyone to foresee the end of these proceedings? 

As opposed to the proposed administrative classification, the 
existing statute now simply requires that drugs bear ‘adequate 
directions for use.”’ This simple statutory mandate is designed to 
protect the user of medicinal products. It would be difficult to im- 
prove upon the present system. In enacting the Federal Food, Drug 
and Cosmetic Act of 1938 Congress did not attempt to protect the 
consumer against his own foolishne ss or against his own willful dis- 
regard of label directions. ‘There is no need to do that now. Under 
the present system, if a drug manufacturer deems that his product 
requires medical supervision he is at liberty to state that fact clearly 
on his label and the purchaser is thus given adequate information as 
to how the product should be used. If the nature of the product and 
the claims made therefor are euch that medical supervision is required, 
the existing statute makes its own classification. This is a legislative 
classification and wherever a doubt arises as to the proper labeling 
of a product the courts have jurisdiction to decide the issue. We 
are opposed to substituting a system of administrative classification 
for the legislative classification now embodied in the statute. 

4. It is said that H. R. 3298 is necessary to establish the rules for 
refilling of prescriptions. These rules, by custom and usage of long 
standing in the pharmaceutical and medical professions, are estab- 
lished by the physician. In writing a prescription, it is his respon- 
sibility to give instructions as to the refilling thereof if he contemplates 
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that the prescription will be refilled. In the absence of specific dire: 

tions to the contrary, it has been the custom of the pharmaceutical! 
profession to refill prescriptions except in cases where, by the exercis 

of sound professional judgment, the pharmacist feels that injury may 
result. There should be no legislative interference with the exercis: 
of this professional judgment. 

5. Abuses respecting the refilling of prescriptions are confined to : 
relatively few retail pharmacists. Where dangerous drugs are in 
volved the Food and Drug Administration has already demonstrated 
its ability to correct the situation under existing law. Where non 
dangerous drugs are involved there is no situation requiring correction 

For the foregoing reasons we are opposed to H. R. 3298. 

For a discussion of the provisions of the present act as it relates to 
the problem of refilling prescriptions, reference is made to an artick 
entitled ‘Prescription Refills’ appearing in the November 1950 issu 
of the Food and Drug Cosmetic Law Journal published by Commerc: 
Clearing House, Inc. Reprints of this article are available to the 
members of the committee. 

This is the article that I have referred to and I am able to supply 
reprints if anyone would care to have a reprint made available to 
them. ‘This concludes the prepared statement which I have. 

Mr. Hesevron. Will you look at these two packages, 5A and 5B. 
Will you comment on these? 5A does not have a cautionary label on 
it, and the other does. 

Mr. Ciurrer. Exhibit 5A is a product made by 

Mr. Woxtverton. You need not mention the name; sir. 

Mr. Hesevtron. I excluded names in my question. 

Mr. Cuurrer. One of the products, 5A, has the directions, adult 
does, one or two tables as directed by the physician, and exhibit 5B 
has the legend “Caution, to be dispensed only by or on the prescrip- 
tion of a physician.” 

As these two products sit on the druggist’s shelf, he can tell by 
looking at the label that he can sell 5A over the counter, and he cannot 
sell 5B except under the prescription of a physician. 

Mr. Hesettron. They are both the same product, are they not? 

Mr. Ciurrer. I presume they are, they are both methenamine. 
think they are the same. 

Mr. Wotverton. They were offered to the committee as being th: 
same. 

Mr. Cuurrer. I think that they are the same product or practically 
the same product. 

Now, the manufacturer of product 5A and its staff has decided that 
this product is of such a nature that under the law they can writ 
adequate directions for use, and so they have so labeled it that way; 
but the manufacturer of the other product, product 5B, has apparently 
determined that they do not know how to write adequate directions 
for us and therefore they have put the caution legend on it. 

Now I would like to point out first of all that there is no confusion 
as far as the durggist’s concern goes, whether he can sell this product 
or not. That is which way he has to handle these products. Ther 
may be some confusion as to whether he can refill the prescription for 
the product that is labeled 5B, because it has a caution legend and this 
bill would eliminate that confusion. Perhaps one or the other product 
is misbranded, 
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Mr. Wo.vertron. Which one do you think is misbranded? 

Mr. Ciurrer. I don’t know which one is misbranded. It is so 
written in the regulation that any product which can bear adequate 
directions for use should bear adequate directions for use. All drugs, 
because of their dangerous character, that are not safe to sell over the 
counter should carry the caution legend. 

Mr. Hesevron. Now, will vou look at exhibits lla and I1b. 
Apparently the same kind of a label is used on 11a as on 5a, and some- 
what the same sort of a label on 11b as used on 5b. Is your argument 
or your explanation with reference to 5a and 5b the same in terms of 
lla and 11b? 

Mr. Ciurrer. Absolutely. Let me see, this is a larger package 
here. This is apparently the same thing. : 

Mr. Heseiton. Then if | understand you correctly, you suggested 
to us that the maker of 5a and 5b has sufficient experience and suffi- 
cient knowledge through an expert staff which the manufacturer of 
llb and 5b does not have, so that the manufacturer of 5a and lla can 
take more chances with its product being sold over the counter and 
the public is adequately protected. 

Mr. Cturrer. No, I don’t know anything about the status of 
them. We have to look merely at the law aad the law says that you 
must carry adequate directions for use if such directions can be written 
and apparently one drug house has determined in this case that they 
can be written. Now if that is true, and I don’t know whether that 
is true——and I am not commenting upon that—but if it is true that 
adequate directions can be written, then the other product would 
violate the law whether they had a large staff or no staff, because it is 
the public we are thinking about and we want the public to have the 
drugs that comply with the law, and we are not thinking about the 
staffs. 

Mr. Hese_ron. Now, Mr. Clutter, will you look at these two, 
3a and 3b. I notice they are to be used in cases of heart irregularities, 
so I assume that there is potential danger in their use unless under 
proper conditions. And I call attention to the fact that on 3a there 
is absolutely no precautionary label, while on 3b, and it is identically 
the same product. There is “‘caution, to be dispensed only by or on 
the prescription of a physician.”’ Can you explain why those two 
should be treated differently? 

Mr. Ciurrer. The same facts are presented on all of these cases, 
that is true. 

Mr. Hesevton. There is a difference between the label on lla and 
the one on 3a, in that it says that the dose, one or two as prescribed 
by a physician, and there ts at least the suspicion that they should 
be handled under a physician, while on the other one there is abso- 
lutely no notation. 

Mr. Cuiurrer. There is a direction for use, it says adult dosage here. 

Mr. Hesrevron. What interests me, and without naming the 
manufacturer, you have one type of warning to the public or to the 
druggist or anyone using one of the products, and then it is put over 
on the side of the other one. Is there any reason for it? 

Mr. Ciurrer. Well, it is a different size bottle. Some drugs come 
in very small bottles and you have to have certain things on the 
label and in this case there was room to put it all on the front, and in 
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this case there was not room to put it on the front because it is a smalle: 
bottle. 

Mr. Hesetton. You are not going to argue that that cannot b: 
put on that bottle, that the label on 11a could not be put on the front 
of 3a. 

Mr. Ciutrrer. Perhaps it could, but where the label is placed 
long as it is.conspicuous complies entirely with the law and there is 
nothing that violates pure food and drug law as far as the place where 
this direction is. As a matter of fact on a lot of aspirin tablets, I saw 
some last night in the drug store, it is on the back. You will find 
that the law provides that the direction must be stated and it must 
be conspicuous, but it does not say whether it has to be on the front 
or the back or where it has to be. They comply as far as the plac« 
is concerned. 

Mr. Hesevron. That is all. 

Mr. = ALE. Did you hear the testimony of Mr. Harrop this morning? 

Mr. Ciurrer. Yes, I did. 

Mr. Spl He represents the American Drug Manufacturers 
Association. 

Mr. Ciurrer. Yes, I heard that testimony. 

Mr. Hate. Have you given any consideration to his proposed 
amendments to H. R. 3298? 

Mr. Cuurter. Yes, sir; I have. I have given them a lot of con- 
sideration. 

Mr. Have. Will you tell the committee what vour opinion would 
be of the bill with the amendments suggested by Mr. Harrop? 

Mr. Cuurrer. Yes, I feel that the amendments suggested by 
Mr. Harrop are in the nature of a compromise measure. Eli Lilly & 
Co. believes that this law does not need to be amended, that it is per- 
fectly satisfactory the way it is at the present time. However, as 
some one mentioned this morning, the various groups of the drug 
industry have always been very close. We work together and we 
try to do the best job we can for the public. We generally get along 
pretty well. So Mr. Harrop and others have worked with this bill 
and in the nature of a compromise, and it goes further than we would 
like for it to go, but it doesn’t provide the list which we are violently 
opposed to. 

Mr. a ALE. It does not do what? 

Mr. Criurrer. It does not allow the Food and Drug Administra- 
tion ae poe up a list which we are very much against, so that as a 
compromise measure if the committee feels that something is neces- 
sary, we would much rather have the measure that Mr. Harrop sug- 
gested than the Durhs am bill in its present form. So that my answer 
I suppose is yes, we are in favor of the measure Mr. Harrop suggested 
if something has to be enacted. 

Mr. Have. Eli Lilly & Co. is a member of the American Drug 
Manufacturers Association? 

Mr. Cuurrer. That is right, and I, representing them, helped draw 
this amendment. 

Mr. Hare. You helped draw the amendment suggested by Mr. 
Harrop? 

Mr. Ciurrer. Yes, sir; that is right. 

Mr. Hae. But as far as you personally are concerned—and I take 
it as far as your company is concerned—you are happy with the law 
today, is that right? 
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Mr. Ciurrer. That is right. 

Mr. Have. Do you think there is no necessity for any amendment 
of any kind? 

Mr. Cuiurrer. We think that that is right, there is no necessity 
for any amendment of any kind. I know that one group of the drug 
manufacturers feel that there is some confusion as far as prescription 
refills are concerned. I don’t think we care to comment too much on 
that. That is a problem of the druggist more than it is of the manu- 
facturer. The main thing we are against is giving the power to the 
Food and Drug Administration to classify our drugs. 

Mr. Have. What is your attitude about the oral prescription, about 
which so much has been said in these hearings? 

Mr. Ciurrer. I think an oral prescription if properly safeguarded 
can serve a very useful purpose. 

Mr. Hare. What do you mean when you say properly safeguarded? 

Mr. Cuurrer. Well, reduced to writing by the pharmacist. 

Mr. Hate. You mean if a pharmacist gets a prescription over the 
telephone from a physici ian, he ought to write it down as it comes in; 
is that what you mean? 

Mr. Ciurrer. Reduce it to writing for his files, yes. That is 
either then, or right away afterward. 

Mr. Hate. That does not give the patient any protection, does it? 
I can well see that it might give the pharmacist some protection. 

Mr. Ciurrer. Of course it is the duty of the pharmacist, and his 
professional duty, to determine that the prescription is a bona fide 
one. If he has any doubts about it, why certainly I think he ought 
to check with the doctor where it came from. I don’t propose or I 
am sure no reputable pharmacist would just dispense drugs indis- 
criminately to anybody that says “I am a doctor,” and send over so 
many tablets of some drug. 

Mr. Hate. At the present time, as I understand it, the oral pre- 
scription is definitely banned, is it not? 

Mr. Ciurrer. That is the Food and Drug Administration’s inter- 
pretation, that all prescriptions must be in writing. 

Mr. Hae. Then, if you think that oral prescriptions properly 
safeguarded should be permitted, and they are not now permitted, 
then how can you say that you are content with the present law? 

Mr. Cuiurrer. Well, | was thinking of it from the standpoint of the 
list problem more than I was this other. It is the labeling of the 
products and the list, and that problem rather than the refill problem 
was what | was thinking about. The Eli Lilly & Co. is content with 
the law as it is and the refill problem is a real problem with the 
pharmacist. 

Mr. Hate. But it is not quite the same as the oral prescription 
problem, is it? 

Mr. Cuiurtrer. That is tied up with it, the whole problem of 
prescription. 

Mr. Hate. I wouldn't have thought it was. 

Mr. Ciurrer. Well, I wouldn’t object to that. 

Mr. Hae. The two things are quite different, it seems to me. 

Mr. Ciurrer. I wouldn’t object to that, Mr. Hale. 1 will go along 
with that, and I will withdraw my statement and say that we have 
no objection to the law being amended to provide for that. 
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Mr. Hate. Then you will concede, will you not, that there are tw: 
problems, the oral prescription problem and the refill problem as to 
which the existing law leaves something to be desired? 

Mr. Ciurrer. Yes, | will agree with that. 

Mr. Hate. Now, I am not quite sure exactly what you mean by th« 
brief paragraph on page 1 of your statement where you say that H. R 
3298 will amount to an abdication by Congress of its powers and the 
delegation of those powers to an administrative agency. I suppos« 
you are referring to the Food and Drug Administration? 

Mr. Cuurrer. Yes, sir. I meant by that that at the present tim: 
we have legislative standards, that if the drug is not labeled properly 
under a legislative standard the Food and Drug Administration can 
bring legal action against the manufacturers of that drug. If the law 
were changed, and H. R. 3298 were enacted, then Congres; would not 
be furnishing the standard, they would be telling the Food and Drug 
Administration, “You go and determine what drugs shall carry what 
labels.” 

Mr. Hate. I am not particularly familiar with the Food, Drug, and 
Cosmetics Act of 1938, but was not there considerable delegation of 
power to the Food and Drug Administration in that legislation? 

Mr. Cuiurrer. They were given the power to set up regulations 
under a legislative standard that a drug should not be misbranded o1 
adulterated, and they have enforced these regulations of course under 
this law, this legislative standard. But H. R. 3298 would allow them 
to determine what drugs were toxic, too toxic or could not be effica- 
ciously administered except under the prescription of a physician. 

Mr. Hate. Your objection to 3298 is that the bill enlarges in you 
opinion unduly the discretion conferred on the Food and Drug Ad- 
ministration? 

Mr. Ciurrer. That is right. 

Mr. Haute. And even with the amendments suggested by the 
American Drug Manufacturers Association, you still think that that 
is true? 

Mr. Cuiurrer. No, I don’t think it is true, I think it eliminates 
that objection. The standard is then a legislative standard. 

Mr. Hae. Then, the amendments suggested by the Association 
completely eliminate your first objection to H. R. 3298. 

Mr. Cuiurrer. Yes, it eliminate it. 

Mr. Hate. I think that I won’t pursue the matter any further. 

Mr. Beamer. Mr. Chairman, I would like to ask Mr. Clutter just 
a few questions. I gathered that you, representing your company, 
would favor certain clarifications probably of the existing law, but 
you feel that this present H. R. 3298 might go a little too far, is that 
correct? 

Mr. Ciurrer. We think it goes very much too far. 

Mr. Beamer. And then Mr. Harrop’s suggestion would probably 
be a mild compromise, is that right? 

Mr. Cuiurrer. That is right. 

Mr. Beamer. In other words, it might do something to clarify and 
still not give that undue authority to some one taking away from 
legislative authority? 

Mr. Ciurrer. That is right. 

Mr. Beamer. I think, Mr. Clutter, that I could help you answer 
Mr. Hale’s question on the statement numbered 1 in your statement, 
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an abdication by Congress of its legislative powers. I happen to 
come from Indiana, and perhaps those people out there have an 
experience that certain legislative authorities and certain judicial 
authorities had been assumed by certain bureaus and agencies here 
and perhaps we do not like it out there very well. Is that correct? 

Mr. Cuurrer. That is correct. 

Mr. Beamer. And I think we could given some instances that do 
not occur particularly in the Food and Drug Act, but I am wondering 
if that might be a little looser assertion or a natural fear throughout 
the country. I am trying to get at the fact that there is something 
underlying this more than just the Pure Food and Drug Act, perhaps. 

Mr. Ciurrer. Well, the thing underlying it is that we oppose any 
kind of administrative determination of how we shall run our business 
if it isn’t needed for the protection of the public, at least, and it is not 
needed in this case at all. We feel that it would injure the public. 

Mr. Beamer. | have had a large number, I think all of us have 
had a lot of telegrams and letters from other manufacturers and [ 
have had none from Eli Lilly. I know something about the firm 
and I know something about the administrative officials. I think 
they have a very fine reputation, but regardless of that, 1 am wonder- 
ing whether this H. R. 3298 if it were enacted into legislation as it is 
now written, would perhaps deny the public a certain amount of easy 
access to standard household remedies. Can you conceive of that? 

Mr. Cuiutrer. We think it would. 

Mr. Beamer. Can you conceive of some simple remedies that are 
recognized by reputable firms such as yours and many others, that 
might be required to be on this list and patients would have to pay the 
doctor a reasonable fee? 

Mr. Cuurrer. Absolutely. 

Mr. Beamer. Is that one of your fears? 

Mr. C.iurrer. That is one of our fears, that this list might grow 
very large, and maybe not at this time, but through succeeding ad- 
ministrations, and it gives the Food and Drug Administration vast 
authority to take drugs off the over-the-counter sale. 

Mr. Beamer. In section 503, it has been pointed out before by some 
of the other witnesses, in the act itself, 503 (b) and two sections 
under that, and I am wondering why this does not permit the refilling 
at the present time. I am not an attorney, and I am wondering why 
that does not permit refilling. 

Mr. Cuurrer. Is that 503 (b), even down to veterinarian and 
dentist? 

Mr. Beamer. Doesn’t that permit a certain amount of refilling on 
that, going back to 502 (f)? 

Mr. Cuurrer. It is our contention that it does, that this refers to 
a written prescription signed by a physician or dentist or veterinarian 
and then it provides that if a written prescription is received, drugs 
shall be exempt from certain requirements. ; 

Mr. Beamer. It has two sentences which seemed to answer the 
refillable clause, and I repeat again that I am not an attorney. 

Mr. Ciutrer. We think that Congress had in mind, certainly 
when it wrote this section, the fact that drugs were refilled by phar- 
macists unless marked “‘nonrefillable.”’ 

Mr. Beamer. You think sometimes the intent of Congress has been 
misinterpreted by administrators? 
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Mr. Ciurrer. That is right; and there is no place in the law which 
says that a prescription cannot be refilled, and this reference is mad: 
here to the writer marking the prescription “refillable,” so that in our 
opinion Congress had in mind the traditional concept of the physician- 
druggist in refilling a prescription, and no question was raised as to 
this matter until about 1947 when the Food and Drug Administration 
announced through speeches and articles that they considered a 
prescription once filled as like a cashed check, void from there on, 
and there still isn’t any regulation on it, and it is our contention at 
Eli Lilly & Co. that prescriptions are still refillable. 

Mr. Beamer. Do you know by any chance the total number of 
drugs, as a wild guess, on the market today? 

Mr. Ciurrer. The total number? 

Mr. Beamer. Does anybody know? 

Mr. Ciurrer. Hundreds of thousands, but I don’t know how many 

Mr. Beamer. How many of those do you think could be toxic, and 
could we venture another guess? 

Mr. Ciurrer. No; I couldn’t. 

Mr. Beamer. What I am trying to get at, how serious is this and of 
course, if there is one serious one, you would probably say it is worthy 
of careful scrutiny. 

Mr. Cuiurrer. I don’t have any idea about how many are toxic, but 
I do know that under the present law the Food and Drug Administra- 
tion has a right to require or enforce the law so that they are all 
adequately labeled. 

Mr. Beamer. And they probably have done an excellent job on that 

Mr. Ciurrer. I think they have done an excellent job. 

Mr. Hese.tron. Before we conclude, I am going to make a request 
I have read this article by Mr. Wheeler to which the witness has 
referred, on this problem of the prescription and refills. I think it is 
an excellent presentation and that it should be incorporated with the 
statement. 

The CHatRMAN. We will put it in the record at this point. 

(The matter referred to follows:) 


[From the Food Drug Cosmetic Law Journal, November 1950] 
PRESCRIPTION REFILLS 
(By Walton M. Wheeler, Jr., secretary and general counsel, Eli Lilly & Co.) 
THE EDUCATIONAL RATHER THAN THE LEGISLATIVE 
APPROACH WILL CORRECT ABUSES IN REFILLING, STATES 


THE AUTHOR, WHO DECRIES THE CONTINUED DRIFT TO- 
WARD ADMINISTRATIVE DRUG CONTROL 


During the early vears of the Federal Food, Drug, and Cosmetic Act, little wa 
heard about the exemption from certain labeling requirements conferred by sec 


tion 503 (b) in respect to drugs sold on prescription. This is now explained b 
the lack of amy judicial precedent prior to 1948, recognizing the application of the 
act to retail transactions after the removal of the interstate label.' Following t! 


decision in the famous Sullivan case,? holding that a retail druggist violated tl 
act by removing tablets from an interstate package bearing the prescriptio 
legend and selling them over the counter in a pillbox containing no directions o1 
warnings, the Food and Drug Administration announced through an addres 
made bv the Commissioner to the national convention of the National Associa 


American Druggist, March 1949, p. 79 
2 United States v. Sullivan, 332 U. 8. 689(CCH FOOD DRUG COSMETIC LAW REPORTS 47706 
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tion of Retail Druggists in Atlantic City on October 1948 that all prescription 
refills violate the act unless specifically authorized by the physician. Since 
approximately 40 percent of all prescription business in the average pharmacy 
involves refilling, it is not strange that this revised interpretation of the law caused 
more than a ripple of consternation in the retail drug trade. The new policy in 
regard to refills was based upon the Administration’s conception of the meaning 
of the word “‘prescription.”’ Under that conception a prescription is the expres- 
sion of the will of a physician that a particular person receive a particular quantity 
of a particular drug to be taken over a particular period of time. Accordingly, it 
is argued, when a pharmacist fills the original prescription he has discharged his 
responsibility. The original prescription in the files of the pharmacist is likened 
to a canceled check, and any refill thereof would be contrary to the will of the 
physician unless the physician specifically authorized it. Thus, any such un- 
authorized refill would be equivalent to a sale over the counter and the package 
would require labeling of the type necessary in connection with sales for unsuper- 
vised use. Under this theory it goes without saving that the nature of the drug 
is immaterial, the same rule being applicable to drugs commonly bearing the 
prescription legend as to those normally labeled with adequate directions for 
unsupervised use. In expanding upon this interpretation of the act, the Com- 
missioner has suggested that, in respect of drugs not bearing the prescription 
legend, the pharmacist, if he does not desire to seek approval of a refill from the 
physician, may sell the drug over the counter under its interstate label or re- 
package it under his own label bearing equivalent information.’ In making this 
suggestion, the Commissioner recognizes that the new interpretation will em- 
barrass pharmacists in their relationship with physicians. 

Agreement between the Commissioner and the retail pharmacist in regard to 
this policy was confined to the proposition that the new policy caused embarrass- 
ment. In fact, the pharmacist was sufficiently embarrassed to take his problem 
to Congress and to seek a broad exemption for all products dispensed upon 
prescription or refills. That was the purpose of the original Durham bill * and 
the Food and Drug Administration opposed it. After months of negotiations 
between the Food and Drug Administration and the National Association of Re- 
tail Druggists, the revised version of the Durham bill (H. R. 8904) was introduced 
on June 21, 1950. 

PURPOSE OF DURHAM BILL 


The Durham bill is intended to permit unlimited prescription refills of drugs 
which are safe for unsupervised use and to require specific authority from the 
prescribing physician in respect of refilling prescriptions for the following: 

1. Habit-forming drugs. 

2. New drugs, when the application becomes effective on condition that the 
drug be limited to prescription use. 

3. Drugs, as designated by regulation after hearing, which can be used safely 
and effectively only under medical supervision. 

The first question which naturally arises is whether this additional legislation 
is necessary. Admittedly, the present act, as interpreted by the Administration, 
is unsatisfactory, but some inquiry should be made into the soundness of the views 
of the Administration before assuming that the solution of the current problem 
requires additional legislation. 

Before proceeding with this inquiry, it should be pointed out that neither the 
present section 503 (b) nor the Durham bill provides any exemption from section 
502 (f) (1) which requires the labels of drugs to bear adequate directions for use. 
But this fact would seem to be immaterial. It is submitted that the directions 
specified in the prescription and copied on the prescription label are ‘‘adequate,” 
whether they relate to the original filling or a refilling of the prescription. They 
are adequate because they are specified by a physician for a particular patient. 
They need not be detailed. This view of the problem appears to be more realistic 
than the apparent view of the Administration that its regulations exempt pre- 
scription labels from the requirements of section 502 (f) (1) in respect to the 
original filling but not in respect to refills. 


VIEW OF THE ADMINISTRATION 
As previously explained in this paper, the view of the Administration is predi- 


cated upon its conception that upon the filling of a prescription the responsibility 
of the pharmacist is wholly discharged and the prescription itself is of no further 


§ Drug Topics, April 11, 1949, p. 45 
4H. R. 4203, introduced April 12, 1949 
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validity except as a record of the transaction. Is the Administration correct 
its contention that a prescription is an expression of the will of the physician tha 
a particular patient receives a particular quantity of a particular drug to be tak« 
over a particular period of time, and that a refilling of a prescription witho 
specific approval of the physician is equivalent to a sale over the counter and 
beyond the scope of the exemption conferred in section 503 (b)? The answer 1 
this question may not be entirely free from doubt but most of the persuasiy 
arguments appear to line up in opposition to the view of the Administration. 


PRACTICE OF REFILLING RECOGNIZED BY CONGRESS 


In the first place, the language of section 503 (b) shows affirmatively that 
Congress recognized the practice of refilling prescriptions. This is clear from t} 
specific provision exempting prescription labels from bearing the ‘‘Warning—Ma 
be Habit Forming” statement (applicable to section 502 (d) drugs) if the pr 
scription is marked nonrefillable or if its refilling is prohibited by law. T1 
special provision for section 502 (d) drugs would not be necessary if the view « 
the Administration is correct that no prescription may be refilled without th 
approval of the physician. We should not assume that in writing this specia 
rule for habit-forming drugs Congress was indulging in a futile pastime. On the 
contrary, we must recognize that Congress was well aware of the custom of re- 
filling prescriptions, that it acknowledged the validity of this practice, and that 
it approved the refilling of prescriptions even for habit-forming drugs provided 
the warning statement was emploved on the label. It is quite difficult, if not 
impossible, to understand the basis for the Administration’s view in the face of 
the clear and plain language of section 503 (b). 


PERCENTAGE OF REFILL BUSINESS 


But there are other arguments. Of the total prescription business, approxi- 
mately 40 percent represents refills.6 While the percentage may have been 
either lower or higher in 1938, when the act was passed, it was nevertheless sub- 
stantial. The legislative history fails to assist in ascribing a meaning to t}] 
word ‘‘prescription”’ as used in the act, and Congress must therefore have intended 
that the word have the meaning usually and customarily ascribed to it in the 
appropriate professional channels. The percentage of refill business to total 
prescription business is adequate proof that it was customary in the pharma- 
ceutical profession to regard prescriptions as refillable unless marked nonrefillable 
by the phvsician. This custom was apparently recognized by the Commissioner 
in explaining the new prescription policy.® 


VIEWS OF THE MEDICAL PROFESSION 


From time immemorial it has been the practice of pharmacists to refill pre- 
scriptions unless otherwise directed by the physician. The medical professior 
has had knowledge of and, it must be assumed, has acquiesced in this eustom. 
If this practice has resulted in the dispensing of medication not intended by the 
physician, it is the responsibilitv of the phvsician, not the pharmacist. The 
phvsician knows that a prescription marked ‘“‘nonrefillable”’ will not be refilled 
He is taught this in school and he is reminded of it in medical journals Thus ir 
the textbook Practical Theraneuties by Rehfuss, Albrecht & Price, in the sectior 
on prescription writing, the following rule appears: 

“Tf vou do not want a prescription refilled write on the prescription ‘Ne tepe- 
tatur’ or its abbreviation ‘Ne Re’ or simplv in English ‘Do Not Refill’. ” 

Again, in an article in the Journal of the American Medical Association by 
Dr. E. Fullerton Cook entitled ‘“The Importance and Advantages of Prescription 
Writing in Medical Practice,’’ 7 the author savs 

“Tf a phvsician prefers that the prescription shall not be refilled except on his 
order. it is the common practice to add to the prescription the abbreviation 
Non. Rep. and this injunction will be honored bv the pharmacist.” 

In Essentials of Prescription Writing by Carv Egecleston. M. TD.. Associate 
Professor of Clinical Medicine, Cornell University Medical College, the followir 
lancuage appears: 

“The custom of having prescriptions refilled once or many times is verv con 
mon, and it is highly advisable for the physician specifically to order that such 

§’ Prune Trade News. May 2, 1949, p. 20 
6 American Prueggist. March 1949. p. 78 
7 Journal of the American Medical Association, V« 
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shall not be done in the case of dangerous drugs. Some physicians have such an 
order printed on their prescription blanks, but this is not necessary, as the writing 
of the words, ne repetatur, or the abbreviation, ne rep. in some conspicuous place 
on the prescription will preveni its being refilled.’’ § 

How can the foregoing facts and arguments be brushed aside? When the 
language of the present act recognizes that prescriptions are customarily refilled 
and when there is ample proof of an established custom recognizing this practice, 
how can an administrative agency reach a conclusion in complete variance with 
these facts? This is a question that the author cannot answer 

Perhaps an answer to the problem may be found in a study of the background 
and of the practical problems encountered in the routine enforcement of the act, 


} | 


with particular reference to enforcement at the retail level. 


ENFORCEMENT OF THE ACT 


Soon after the act became effective, retail pharmacists bega » complain that 
drug manufacturers were avoiding their labeling responsibilities by using the 
escription legend on drugs having primarily, if not entirely, an over-the-counter 
e. Under the regulations, retailer forced either to decline to make the 


e or to relabel the product with ate directions for nonsupervised use. 
‘his situation led, in 1944, to the revision of the regulations under section 502 
f) of the : as to restrict the 1 he prescription legend to drugs which 

could not be safely or effectively used without medical supervision. The primary 
responsibility for selecting such drugs was left with the manufacturers, since the 
act conferred no authority upon the Food and Drug Administrati oO create 
classes of drugs or to specify the manner in which drugs of each clas iould be 
labeled and sold. But the implication and result of the regulations, when viewed 
in the light of the remaining subdivisio1 f section 502, presented the problem 
of whether a drug which, in fact, is safe and efficacious only when used under 
medical supervision, may be label 0 er-the-counter sale without running 
afoul of sections 502 (a), 502 (f). or 50! It appears that the view of the Food 
and Drug Administration is that the act itself classifies drug © counter items 

prescription items o » bas f efficacy and safety fol i a factual det 

mination on ¢ ase-l V eC 1uct- duct basis f th be tl proper 
inter} ation of the act, tl viously the law is basically a_ restrictive-sales 
law; ths , it controls not only the mar r in which a drug labeled but the 
exact manner in which it must be sold urely, if this be the proper interpreta- 
f the act, n ne si nore surprised than Congress. The battle for 
tment of the act is portrayed ii lumes of committee hearir 
reports, and congressional debates, : in intless early drafts of the act. All 
of this material seems to support the conclusion that Congress assumed and in- 
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its legislative history requires drugs vil i ‘lasses, 

for distribution over the counter directly to consumers and the oth ‘lass for 

distribution on. prescription only. Therefore the present regulation which, by im- 

plication if not directly, requires the use of the prescription legend on drugs that 


y and effectively only under medical supervision is of question- 


may be used safel 
able validity. 


VISDOM OI! ADMINISTRATIVE POLICIES 


in the enforcement of the act, the Administration undoubtedly 
instances in which consumers are injured as a result of th 
yut medical supervision. These instances probably involve 
counter sales and prescription refills of so-called dangerous drugs. Possibly 
combat this evil the Administration has announced its policy on prescription refills 
and has taken the view that drugs bearing the prescription legend cannot 
§ Essentials of Prescription Writing 
or an excellent discu rm ¢ 
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relabeled with adequate directions for unsupervised use. Unquestionably thi 
policies of the Administration have been adopted to further the interests of tl 
public health and to that extent they are laudable in purpose and design. B 
whether they are justified by the act and whether they are wise from a long-ran 
point of view are entirely different questions. Their justification under the a 
is, to say the least, flimsy. Their wisdom from a long-range point of view w 
now be explored. 

Basically the question is what type of drug control is best calculated to protect 
the public health and, at the same time, preserve the freedom which is so essentia 
to progress. In its policies under the act the Administration has drifted furthe: 
and further down the road toward administrative, as distinguished from legislativ 
control. Its regulations divide drugs into classes and specify their manner of sa 
in a way not contemplated by Congress. Its announcements have establish: 
new rules for prescription refills and new policies in respect to truthfully labe 
drugs having, in the opinion of the Administration, no scientific merit. Th 
drift toward administrative control has been implemented by amendments pro 
viding for certification of insulin and certain antibiotics and for the establishme: 
of standards and tests for those preparations. And now comes the Durham bil 
It would place the stamp of congressional approval upon the division of drugs int: 
two classes and would empower the Administration to make the classification by 
regulation, after a public hearing. When we have reached the point where th: 
way in which a drug must be sold is determined by an administrative agency, w 
have arrived at the summit of administrative control. We can go no further. 


THREAT IN ADMINISTRATIVE DRUG CONTROI 


Far from being necessary, the continued drift toward administrative drug 
control is a threat to the protection of the public health. The real threat lies i 
the substitution of the judgment of the administrative agency for the judgment of 
free and independent physicians. Physicians should be free to prescribe the 
remedies of their choice without governmental interference. Congress should not 
attempt, directly or indirectly, to regulate the practice of medicine or to impair 
the freedom of the individual physician to practice according to the dictates of his 
own knowledge and experience. Nor should Congress, by regulating the filling 


and refilling of prescriptions, interfere with the relationship between pharmacists 
and physicians. These two professional groups, who have contributed so hand- 
somely to the health of the Nation, have worked side by side for centuries. They 


understand each other and members of both groups understand the nature of 
drugs and the dangers associated with their use. The right of the pharmacist t« 
exercise his professional judgment should not be revoked by Congress. T 
proper exercise of professional judgment by the pharmacist is a safeguard to the 
public health which must be preserved. The importance of its preservation far 
outweighs the risk of exposure to the public health caused by the improper exercis« 
of professional judgment in a few isolated cases. 


rhe 


EDUCATIONAL APPROACH 


It is believed that an educational approach, rather than a legislative approach, 
is more calculated to correct the abuses cited by the Administration. The pro 
fessional groups should disseminate information to their members upon the im 
portance of inquiring into requests for the refill of prescriptions for dangerous 
drugs. Pharmacists should be worthy of the high ideals of their profession 
They should be reminded to scrutinize requests for the refill of prescriptions wher: 
such scrutiny is indicated for the protection of the patient. Medical groups 
should again remind their members to mark a prescription ‘‘nonrefillable”’ if it is 
not to be refilled. Articles in appropriate publications should advise consumers 
against following the practice of using certain well-known dangerous drugs without 
medical supervision. 

CONCLUSIONS 


The following conclusions may be briefly stated: 

1. The Administration’s conception of the word “‘preseription’’ is wrong. It is 
justified neither by the language of the act nor by the customs and teachings of 
the medical and pharmaceutical professions. 

2. The Durham bill is not necessary. 

3. If there are abuses in the refilling of prescriptions with resulting injury to the 
public health, the problem should be dealt with on an educational, not a legisla 


tive, basis. 
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+. If the educational approach is not adequate, and it is therefore concluded 
that additional legislation is required, such legislation should be drafted with a 
view of having Congress, itself, establish the rules, thereby reversing the trend 
toward administrative control. 

The CHarrMan. Mr. Sibley requires only 5 minutes for his state- 
ment and that will let us finish with him and we can adjourn until 
tomorrow morning. 


STATEMENT OF GEORGE H. SIBLEY, VICE PRESIDENT AND 
GENERAL COUNSEL, E. R. SQUIBB & SONS 


Mr. Sintey. My name is George H. Sibley, and I am here on 
behalf of E. R. Squibb & Sons, drug manufacturers, as a vice president 
and general attorney of that company. 

The manufacture by E. R. Squibb & Sons of drugs and medicines 
of a prescription character dates back to 1858 when Dr. E. R. Squibb, 
a member of the Medical Corps of the United States Navy, was per- 
suaded by a group acquainted with his unusual capacities to set up 
a small manufacturing laboratory dedicated to producing and im- 
proving, through research and development of scientific skills, drugs 
and medicines of standard quality, tested potency, and efficacy. His 
principles have since dominated the policies of the company. This 
is mentioned in order that your committee may appreciate that E. 
R. Squibb & Sons, in criticizing certain features of proposed H. R. 
3298, does so with a sense of responsibility toward the professions of 
medicine, dentistry, and pharmacy and with conscientious regard for 
the best interests of patients served by them and by manufacturers. 

Our objections and a short summary of our reasons therefor are as 
follows, and with due respect for the important duties and responsi- 
bilities which in the public welfare are lodged with the Food and Drug 
Administration. 

You have heard the suggestions by Leslie Harrop on behalf of the 
American Drug Manufacturers Association. That section 503 (b) (2) 
be in effect compromised by deleting in its proposed language in the 
Durham bill, and substituting the language which appears on page 2 
of his statement and which I won’t bother to read to you. As a 
member of the American Drug Manufacturers Association, E. R. 
Squibb & Sons subscribes to that proposed compromise language. I 
do wish to point out, however, that should such compromise language 
not be amendment to the bill, we do have indeed a very serious prob- 
lem to consider with respect to the proposed language of the Durham 
bill. This as you fully know by now authorizes the Federal Adminis- 
trator to determine what drugs are ‘‘unsafe or effective for use Ww ithout 
the professional diagnoses or supervision of a physician or dentist.” Sec- 
tion 503 (b) (3) then properly implements this provision, by requiring, in 
effect, that a drug so found to be unsafe or ineffective must be sold 
upon written prescription and its label must bear the statement: 
“Caution: Federal law prohibits sale or dispensing without prescrip- 
tion.” 

[t has heretofore been generally recognized that a patient’s physician 
has the primary responsibility for his patient’s health and that his 
judgment should prevail with respect to prescribing medication and 
the conditions under which such medication should be used and 
continued or discontinued. The filling of the physicians’ prescription 
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is then backed by the skill, knowledge, and professional responsibilities 
of the pharmacist. Manufacturers of drugs and medicines endeavor: 
to provide the physician with those remedies designed to meet th 
needs of his patients. Those needs vary widely and the drug whicl 
may be effective with respect to one patient may prove relatively 
ineffective or wholly ineffective with respect to another patient. This 
is quite apart from any considerations of safety of use of a drug or 
medicine of a toxic character. 

Manufacturers of drugs and medicines undertake as a legitimat: 
charge upon their responsibility the expenditure of vast sums of 
money to determine through laboratory testing and clinical trials th 
safety and efficacy of their products. The ultimate success of their 
enterprise depends upon the conscientious discharge of that respor 
sibility. It is submitted that to shift that responsibility to th 
Federal Government is not in the interests of the public healt! 
Any such step, as was brought out by Mr. Dunn yesterday, is a clear 
step toward socialized medicine. If this responsibility is shifted it 
cannot be discharged without the expenditures of vast sums by th 
Federal Government for the purpose of determining for itself whethe: 
a drug or medicine is unsafe or ineffective for use without the profes- 
sional diagnosis or supervision of a physician or dentist and accordingly 
whether it should be sold or dispensed only upon prescription. Thus 
the Federal Government will come to be regarded, inevitably w 
think, as relieving the manufacturer of the product of responsibility 
which we believe is vital to the public welfare. 

[ would merely like to add that literally millions of dollars ar 
spent by the drug manufacturers every year in fellowships and grants 
to universities, to clinics for study, testing, clinical trials of these drugs, 
that the medical departments of the responsible drug houses are in 
constant contact and discussion with medical associations and societies 
from the city to the county to the National and State levels, that th 
same staffs are in frequent consultation with the Federal Drug 
Administration in an attitude of cooperation, that this is not a case 
where there is any unfriendly position being taken, but purely on 
in which we think that the manufacturer, along with the medical 
profession and the pharmacist, should have the primary responsibility 
for classifying drugs as prescription or nonprescription and over-the- 
counter items. 

Section 503 (b) (3): This provision, in part, undertakes to set 
forth the conditions under which a prescription may be refilled by a 
pharmacist by requiring that such refilling be authorized specifically 
by the prescriber 
in the original prescription or by oral order and agreement of the prescriber t 
confirm such order in writing within 72 hours. 

It is submitted that the provision invades unnecessarily in many 
instances the prerogatives of the pharmacist and the discharge of his 
professional responsibilities. This is so because in many instances a 
physician or dentist may prescribe quite properly a drug or medicine 
which is not essentially regarded as a prescription product and with 
respect to which there is no divergence of reliable opinion as to its 
safety of use or effectiveness. It is submitted that the confusion thus 
unnecessarily created and which, as to refillable prescriptions, may 
involve the patient and physician or dentist in unnecessary expendi- 
ture of time or expense could be settled in a simple way. This could 
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be done by adding at the end of the language dealing with refilling of 
prescriptions the following clause: 

or if the drug is commonly sold or dispensed without the necessity of a pre- 
scription. 

The problems in the refilling of prescriptions affecting the physician 
or dentist and pharmacist and patient could be further simplified by 
the use by the physician or dentist at the time of writing the pre- 
scription of a prescription blank which would bear upon it the 


following: 
hj 


fenew 0)1)(@2)G 


or in lieu thereof, the following: 


R 


Do Not Renew 
Renew 
Renew @@ 


5 
as 
O 


Section 503 (b): Insofar as it establishes a procedure for enabling 
an interested person to file with the Administrator a petition proposing 
the addition to, or deletion from, the list of drugs promulgated by the 
Administrator in accordance with clause 2, obtain a hearing and appeal 
from the decision of the Administrator, the proposed legislation 
presents a cumbersome and expensive means of relief, desirable only in 
the event that clause 2 is enacted. 

The Cuarrman. If there are no questions we will recess at this time. 
We thank vou very much for your statement and the committee will 
stand adjourned until 10 o’clock tomorrow morning. 

Before adjourning, however, we will insert in the record at this 
point the statement of Mr. Horace Walker, the executive secretary of 
the District of Columbia Pharmaceutical Association, and also the 
statement of Abbott Laboratories. 

(The statements referred to follow: ) 


STATEMENT OF Horace WALKER, EXECUTIVE SECRETARY, DISTRICT OF 
COLUMBIA PHARMACEUTICAL ASSOCIATION 


My name is Horace Walker and I am the executive secretary of the District of 
Columbia Pharmaceutical Association in whose behalf I appear here today. 

The District of Columbia Pharmaceutical Association represents pharmacy and 
he drug industry throughout metropolitan Washington, both the independent 
retailer and chain stores, similar in scope to State associations throughout the 
country. 

[ should like to point out that we enjoy an enviable record throughout the 
United States in the field of pharmacy as revealed in the latest United States 
Census Bureau figures. These figures indicate that druggists in the District of 
Columbia topped the entire Nation with a per store average of $171,769—this in 
contrast to the second largest State-per-store average of $130,000 per store in 
Nevada. 

Furthermore, the District of Columbia jumped ahead of 31 States in total drug- 
store-dollar volume. It is interesting to note, at this point, that figures just 
released indicate that the average family income in the District of Columbia also 
topped the Nation for 1950 with an all-time high of $4,130 per family—25 percent 
higher than the national average. 

It is the consensus of opinion among pharmacists in this area that relief from the 
present state of confusion regarding the handling of prescriptions can best be 
accomplished through the enactment of H. R. 3298 or S. 1186—the Durham- 
Humphrey bill. 

Our legislative committee, the executive committee and officers of the District 
of Columbia Pharmaceutical Association, have given this bill considerable study 
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and hereby wish to go on record as thoroughly endorsing this bill; furthern 
we recommend passage of the bill at the earliest possible date. 
It is believed that the provisions of the new bill relative to: 
1) The sanctioning of telephone prescriptions without subsequent | 
firmation in writing by the prescriber; 

(2) Proposed new regulations clarifying the procedure in refilling presi 
tions, and; 

(3) The provision whereby the Food and Drug Administration will n 
the decisions as to whether a given drug or preparation is to be sold « 
on prescription or over-the-counter without prescription. At present, 
determination is made capriciously often by the manufacturer. 

are in the interest of better pharmaceutical practice and service to the public, 
therefore, heartily endorse H. R. 3298, and once more, wish to 
favoring its early passage. 


rO On reco;r 


{ 


STATEMENT OF PAuL GERDEN, GENERAL ATTORNEY AND ASSISTANT SECRETAI 
AnpotTr LABORATORIES, CHiIcaGo, II 


Abbott Laboratories has always been desirous of cooperating in any revisi: 
of the Federal Food, Drug, and Cosmetic Act which enables the Food and Dr 
Administration to protect the public health more adequately. The revisio 
under consideration, H. R. 3298, merits scrutiny in order to determine whet! 
its objective and subsequent operation will so benefit the public. This amer 
ment to section 503 (b) of the Federal Food, Drug, and Cosmetie Act in genet 
modifies the existing law by, first, making specific provisions relative to refilli: 
of prescriptions, and second, by vesting in the Federal Security Administrator 
authority to determine which drugs may be sold without a prescription and whic! 
drugs may be sold only on a prescription basis. 

The problem relating to refilling of prescriptions is of primary interest 
physicians and pharmacists, and comments on these provisions should com 
from members of these professions. However, the provision which empowers t 
Federal Security Administrator to determine the items which may be sold solel 
on a prescription basis is of direct interest to drug manufacturers as well as t! 
public and the medical profession. To this provision we, as drug manufactur 
are unalterably opposed. The following sets forth the reasons for our oppositi 
to this provision of H. R. 3298. 


I 


First, it has not been demonstrated to our satisfaction that there is any need 
for such a revision of the procedure for determining which drugs are to carry tl 
prescription legend. We have heard it alleged by the proponents of this amend 
ment that (1) the drug manufacturers are presently using the prescription lege: 
indiscriminately, (2) that this present type of labeling is creating confusion amo 
the druggists, and (3) that “thousands of items” will, as a result of this amendmet 
be available for sale ‘‘over the counter”? which are now sold only on a prescriptl 
basis. 

Under the present law the drug manufacturer is charged with the primar 
responsibility for adequate labeling of its products. The Federal Security Ad 
ministrator has provided by regulation that drugs which may not be used saf 
and efficaciously without medical supervision must carry the following prescripti: 
legend: “Caution To be dispensed only by or on the prescription of a physician 
The manufacturer, in discharging its responsibility for proper labeling, consult 
with competent pharmacologists, qualified medical advisers, and, in many cas« 
the American Medical Association Council on Pharmacy and Chemistry, and t 
Food and Drug Administration in order to determine whether the product sho 
carry the prescription legend or whether it may be sold without restriction. If 
under the present law, the Food and Drug Administration comes to the conclusio! 
that the label of a given drug does not indicate the appropriate mode of dispensins 
the act provides the Administrator with ample authority to correct such a situa 
tion. 

We are not surprised that exhibits can be presented showing instances of varia 
tions in labeling between different manufacturers of the same drug. However 
the variation is no greater or more frequent than the difference in honest medical! 
and pharmacological opinion, or legal opinion as to the meaning of the regulations 
When it is considered that the problem of proper labeling involves the concer 
trated effort of many experts, Minor variations may occur. 
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Nor are we inclined to accept the view that the present type of labeling is 
creating confusion among the druggists. Every druggist is, or should be, familiar 
with the requirement that if a drug carries the exact prescription legend provided 
for in the regulation it may then be sold only upon the written prescription of the 
physician. If a drug does not carry this exact prescription legend it may then be 
sold without a prescription. If the druggist makes a sale of a product that does 
not carry the exact prescription legend and the drug is sold as packaged and 
labeled by the manufacturer, any resulting charges of misbranding rest, under 
the present act, with the manufacturer rather than the druggist. 

It is further reasoned by the proponents of this measure that if this provision 

enacted ‘‘thousands of items’’ will be added to the list of drugs which may be 
freely sold without the necessity of a prescription. By what process this is to be 
accomplished without endangering the public health has not been disclosed. As 
previously indicated, the drugs which now carry the prescription legend do so 
because the manufacturer deems it necessary in the interest of public health thus 
to restrict their distribution. 

[] 


Our second basic objection to this provision is that the proposed bill does not 
meet the problems which have been advanced as necessitating its enactment As 
far as we can see, H. R. 3298 contains no provision which would enable the Admin- 
istrator to bring about the elimination of any of the alleged cases of confusing label 
statements with greater ease than is already possible under the provisions of the 
present act. If the Administrator now believes that certain drugs are labeled in a 
manner which produces confusion to the pharmacist and thereby endangers the 
public, he has ample authority under the present act either to issue clarifying regu- 
lations or to. correct the situation through court action. 


IT 


Our third objection is that this provision is basically unsound and appears to 
constitute a substantial step toward the Government control of medical practice. 
This provision reverses the philosophy of the present law in thai it transfers the 
primary responsibility of determining which drugs are to be available for self- 
medication and which drugs are to be used under medical supervision from the 
medical profession and the drug manufacturer to the Governmeni. The deter- 
mination as to the availability of drugs for self-medication should be continued as 
in the pasi, for by what reasoning can it be said thai the decision of an adminis- 
trative body as to the availability of self-medication should be subsvituted for the 
determination of this factor by the medical profession? Certainly such adminis- 
trative decisions would border on the control of the practice of medicine and this 
very faci was recognized by the Food and Drug Administration in its Trade 
Correspondence No. 356 which stated: 

—. Fs aie * * * act, however, is not intended to regulate the prac- 
tice of medicine. * * * You must, therefore, reach a decision for vourself as 
to whether or not vou will recommend the sale of these items and preparations of 
them for prescription use.’ 

It is also provided in this proposed amendment that appeals from determina- 

and orders of the Federal Security Administrator are to be made to the cir- 
cuit court of appeals and such appeals shall be in the nature of a trial de novo, 
rhis requires the members of an appellate tribunal to make factual determina- 
tions on the technical aspects of safetv and efficacy of drugs. The Federal Food, 
Drug, and Cosmetic Act, and regulations issued thereunder should continue to 
provide objective standards to which the manufacturer and other persons must 
‘onform and under which performance is susceptible of judicial appraisement 


IV 


Our final objection is directed toward the implications of the phraseology of 
this provision, as it unduly extends without a corresponding public need the au- 
thority of the Federal Security Administrator. As an example, we mention the 
ogical interpretation which must be given to subsections (b) (2) and (b) (3) when 
onsidered in connection with section 505 of the present act. Section 505, the 
new drug provision, now requires the Administrator to review and pass upon the 
lata presented in reference to the safety of a new drug. Considering subsections 
b) (2) and (b) (3) of the proposed amendment concomitantly with section 505, 
efficacy of use must be given equal consideration with safety of use whenever a 
new drug application under section 505 is presented to the Administration. 
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We, therefore, reiterate our opposition to this provision in the proposed amend 
ment to the Federal Food, Drug, and Cosmetic Act. If, in the inieresé of publ 
health, this commiviee deems it necessary to make revisions in the present la 
relating to the refilling of prescripiions, and subject to the approval of the inter 
ested professions, we have the termity to suggest that section 503 (b) be amended 
as indicated in the proposal which we have furnished to the clerk of this commiiic 

In conclusion, we wish to indicate that the Food and Drug Administration, lk 
than 3 years ago, recognized the impraciical nature of such a provision as is no 
proposed, for in response to the request ‘‘Please send us a list of drugs which ma 
be legally sold on prescripiion,’?’ Mr. A. C. Murray of that agency siated: 

“Obviously, no list of drugs falling into the category in quesiion is feasible; a1 
if it were aitempted the list would need amendment daily. Fortunately, th 
retail pharmacist, by reason of his training, is in a position to reach an intelligent 
conclusion with respect 10 any parvicular item; and manufacturers of drugs ver 
generally are guiding him by supplying directions for use in the labelings of th 
medicines he sells over the counter, or are conspicuously marking the packag 
with the legend ‘Caution: To be dispensed only by or upon the prescripition of 
physician’ ’’ (8 FDC Law Quarierly 194, 203 


4 BILL To amend section 503 (b) of the Food, Drug, and Cosmetic Act of June 25, 1938, as amends 


Be it enacted by the Senate and House of Representatives of the United States « 
America in Congress assembled, That subsection (b) of section 503 of the Federa 
Food, Drug, and Cosmetie Aci, as amended, be amended to read as follows: 

“Sec. 503. (b) A drug dispensed by filling or refilling a written or oral pre- 
scription of a practitioner licensed by law to administer such drug shall be exemp 
from the requirements of section 502, except paragraphs (a), (i) (2) and (3), (k 
and (1), and the packaging requirements of paragraphs (g) and (h), if the dr 
bears a label containing the name and address of the dispenser, the serial number 
and daie of the prescription, or of its filling, the name of the prescriber, and, 
stated in the prescription, the name of the patient, and the directions for use and 
cautionary statements, if any, contained in such prescription. This exemptior 
shall not apply to any drug dispensed in the course of the conduct of a business of 
dispensing drugs pursuant to diagnosis by mail or otherwise without examinatio 
of the patient. If the drug is intended for use by man and, for the purposes of 
this Act, bears on its label, a statement that it is to be dispensed only by or on the 
prescription of a physician or dentist; such exemption shall apply only if such drug 
is dispensed upon a written prescription of a practitioner licensed by law to ad 
minister such drug or upon an oral prescription of such practitioner which 
reduced to writing and filed by the pharmacist, or is dispensed by refilling a pr 
scription if such refilling is authorized by the prescriber in the original prescrip 
tion or by oral order and such order is reduced to writing and filed by the ph: 
macist. 

“The act of dispensing a drug contrary to the isions of this subsection shal 
be deemed to be an act which results in the drug’s beir isbranded while held 
for sale.”’ 


(Thereupon an adjournment was taken until 10 a. m., Saturday, 
May 5, 1951.) 
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SATURDAY, MAY 5, 1951 


House or REPRESENTATIVES, 
CoMMITTEE ON INTERSTATE AND FOREIGN COMMERCE, 
Washington, D. C. 

The committee met at 10 a. m., Hon. Robert Crosser (chairman) 
presiding. 

The CHarrMan. The committee will come to order. 

First, I would like to put into the record a statement by Mr. James 
G. Flanagan, counsel and legislative chairman of the drug, chemical, 
and allied trades section of the New York Board of Trade. 

(The statement referred to is as follows:) 


STATEMENT OF JAMES G. FLANAGAN, COUNSEL AND LEGISLATIVE CHAIRMAN OF 
THE Druc, CHEMICAL, AND ALLIED TRADES SECTION OF THE NEW YORK 
Boarp oF TRADE 


My name is James G. Flanagan. I am counsel for and chairman of the legis- 
lative committee of the drug, chemical, and allied trades section of the New York 
Board of Trade. I am also vice president and general counsel of 8. B. Penick 
& Co. of New York, manufacturers of bulk drug and chemical products. 

The drug, chemical, and allied trades section is composed of over 700 drug and 
chemical manufacturers throughout the country representing a cross section of 
these industries. I might add that I am not paid for my work as counsel for the 
section or for representing it. 

It is appreciated that the complex Federal Food, Drug, and Cosmetic Act and 
regulations promulgated thereunder have created problems for all concerned with 
the supplving of drugs and medicines and that all regulation required in the public 
interest is to be and is wholeheartedly supported by the drug and chemical section 
and the manufacturers and distributors of these products which comprise its 
membership. 

The objective of the bill under consideration is primarily to relieve the confusion 
which the retail pharmacists claim to have encountered as the result of the official 
interpretation of the act in respect to the refilling of prescriptions and the lack of 
uniformity on the part of drug manufacturers in distributing the same or similar 
drug products either on a prescription basis or over the counter with directions 
for use. 

Our section does not believe that H. R. 3298 would accomplish the objective 
and hence does not support the bill for the following reasons: 

As the result of the Sullivan case (332 U. 8. 689) it is unlawful for a pharmacist 
to dispense drugs received by him after interstate shipment. labeled by the manu- 
facturer to be sold on prescription only, except on the written prescription of a 
doctor, dentist, or veterinarian. 

At present, under the law and regulations, the manufacturer has the respon- 
sibility of determining whether the individual drugs which he manufactures are 
to be prescription drugs or not but, generally speaking, the toxic and potent 
drugs are required by the regulations promulgated by the Food and Drug Ad- 
ministration to be sold on prescription only. 

The Food and Drug Administration has taken the position that once a prescrip- 
tion for a drug has been filled, it is illegal under the present law for the druggist 
to refill such a prescription even though the prescribed drug may be one which 
may be freely sold over the counter under the directions for use with which it 
was labeled by the manufacturer. 

189 
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It is recognized that there are abuses in the refilling of prescriptions for drugs 
which need remedial action, but the bill goes far beyond the bounds for the 
correction of that problem and would not completely solve the problem. 

In the first place, it proposes that the Food and Drug Administration be given 
wide power to classify into two groups those drugs which may be sold on a pre- 
scription basis only and those which may be sold only with full directions for use 
on an over-the-counter basis. 

Secondly, it is proposed in the bill that once a prescription for a drug, shipped 
in interstate commerce under a prescription label, has been filled, it cannot be 
refilled. But if the doctor prescribed a drug which the manufacturer labeled 
with full directions for use, the prescription could be refilled as often as the 
patient desired. 

However, it fails completely to answer the question as to whether the druggist 
can refill a prescription compounded from two or more ingredients shipped in 
interstate commerce under a prescription legend. Under the doctrine of the 
Sullivan case the Food and Drug Administration has equal control of such pre- 
scriptions and the problem in respect to them legally would still remain unsolved. 

he druggists have a real problem according to the Food and Drug Adminis- 
tration because some manufacturers of a particular drug label it with the preserip- 
tion legend and others do not. As a result, under the present interpretation of 
the law by the Food and Drug Administration, prescriptions for some brands 
of the same drug may be refilled and others may not, depending upon the original 
labeling by the manufacturer. 

This problem would be resolved by requiring uniform labeling of a particular 
drug and its sale exclusively on either a prescription or an over-the-counter basis 
depending upon the classification of the Food and Drug Administration. 

Under the present regulation, based upon the requirement of the law, that 
drugs must bear adequate directions for use, a toxic drug which cannot be safely 
and efficaciously used, except under the direction of a physician, may not be 
shipped in interstate commerce unless labeled by the manufacturer with the 
prescription legend. The responsibility presently is on the manufacturer not to 
make available for over-the-counter sale those drugs which are not generally 
recognized as safe and efficacious for use except under the direction of a physician. 

The bill under consideration would by statute deprive a person from refilling a 
prescription originally prescribed by his physician and which he considered effee- 
tive for certain conditions, if the Food and Drug Administration had determined 
that the manufacturer could distribute the drug only on a prescription basis. 
And yet this would seem to represent self-medication in an enlightened sense and 
the congressional record of the Food and Drug Act is replete with references to the 
fact that it was not intended to prevent self-medication. 

The fact that the bill as proposed would permit a prescription for a drug to be 
refilled if authorized by the original prescriber would not be of much practical 
use if the original prescriber was not available, and the problem of the pharmacist 
under such circumstances would be difficult to solve under the impersonal wording 
of the proposed statute. 

The Congress is dealing here with a highly personal and intimate problem 
affecting not only the highly concentrated and industrial areas of our country but 
also those sparsely settled communities where all the facilities of our modern 
economy are not equally available. 

We should not ask the druggist not to refill a prescription when the need is 
urgent and not anticipated when originally prescribed, nor should we brand him 
as a criminal under Federal law if he follows the dictates of his conscience and his 
professional training. 

Our section most earnestly and respectfully urges that the matter be clarified, 
if necessary, by legislation directed entirely to the abuses of prescription refilling 
but without, at the same time, requiring drug manufacturers as a collateral 
measure to discard their time-honored distributing methods. 


The CuarrMan. The first witness this morning will be Mr. James 


F. Hoge. 
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STATEMENT OF JAMES F. HOGE, REPRESENTING THE 
PROPRIETARY ASSOCIATION 


Mr. Hoge. Mr. Chairman and gentlemen of the committee, my 
name is James F. Hoge. I am a member of the bar of the State of 
North Carolina and the State of New York. I am a native North 
Carolinian, a graduate of Wake Forest College, and there in the city 
of Greensboro I practiced law for a number ‘of years before going to 
New York. 

My address is 41 East Forty-second Street, New York City, and 
I am a member of the firm of Rogers, Hoge & Hills. 

I appear here today as the general counsel on behalf of the Proprie- 
tary Association, whose address is 810 Eighteenth Street NW., 
Washington, D. C. 

The Proprietary Association consists of about 150 members. I say 
“about” because it varies from time to time. The members are 
manufacturers of proprietary drugs and cosmetics—what are called in 
these hearings over-the-counter articles. They are not the exclusive 
manufacturers of over-the-counter articles. The manufacturers 
in all three of the associations—the other two having already appeared 
before you—have large businesses in over-the-counter articles. 

The distinction between us is that the members of the other two 
associations, and perhaps I should name them—the American Drug 
Manufacturers Association represented here yesterday by Mr. 
Harrop, and the American Pharmaceutical Manufacturers Associa- 
tion, which was represented by Mr. Dunn 2 or 3 days ago—the 
members of those associations do not advertise direct to the public. 
Their advertising is limited to the so-called professional channels, 
the physicians, the druggists, hospitals, and perhaps other such out- 
lets, whereas the members of the association that I represent adver- 
tise direct to the public. 

We appear in opposition to this bill, and yet, to make my position 
clear—and I should like to do it at the outset so that you will know 
to what end I am directing my testimony—the only issue that exists 
between us and the proponents of the bill is one of ultimate power. 
That is to say, in the preparation of the so-called list of drugs which 
shall be limited to prescriptions, the issue we meet is—shall an 
administrative agency have the power administratively to determine 
that list with no relief to the industry except that of the limited 
so-called administrative court review? Our position is that any power 
granted should be only the power to institute action looking toward 
a restriction of drugs to prescription sale; should be limited, as are 
other similar powers in the law, to instigation by the administrator of 
actions in the courts where he bears the burden of proof as is common 
practice in regulatory actions under the Food and Drug Act. That 
is the only issue between us. 

Now, this bill is ostensibly addressed to the exemption of prescrip- 
tions and the refills thereof from the labeling requirements, and my 
statement should be altered to say, ‘‘certain labeling requirements 
of the Federal Food, Drug, and Cosmetic Act.” 

The Proprietary Association has no opposition to legislation which 
does that and, were this bill confined to that purpose, the association 
would support it. 

Perhaps I can skip a little here in the interest of time. 
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It has been pointed out a number of times in these hearings that 
the situation leading to this bill was precipitated by a speech of th: 
Commissioner of Food and Drugs, Dr. Dunbar, when he appeared on 
the program of the National Association of Retail Druggists in Atlanti: 
City in 1948. 

In that speech, as you have been told, he announced that refills 
of prescriptions were in violation of the law unless specifically author- 
ized in writing by the prescribing physician. In effect, he announced 
that without such specific permission, a refill was not a prescription 
at all but an over-the-counter sale. I point out to you that was not a 
ruling published in the Federal Register; it was not official in any 
character that lent itse lf to attack or review by any process provided 
generally by law, or particularly by the Administrative Procedur 
Act. It was a speec ‘h on that occasion. 

This represented a newly announced, if not a changed, administra- 
tive interpretation of the prescription-exemption law. It is not for 
me to say whether the Department held that view always or not; 
I do not know, but it came as a surprise and represented at least a 
newly announced sdmaielatrethee position. 

The statute is silent with respect to refills. The prescription 
exemption is contained in section 503 (b), and, as the law is now 
written, a drug dispensed on a written prescription—no mention of 
oral one way or the other—is exempt from the requirements of sec- 
tion 502 (b) and (e), and in the case of an article marked “‘ Not refill- 
able,” or its refilling is prohibited by law, then section 502 (d) 

Section 502 of this act is the general misbranding section of the law, 
and the (b) from which they were exempt is that part of the Mis- 
branding Act which requires that you put the name and address of 
the manufacturer on the label, and state the contents in terms of 
numerical count or weight or other forms of measurement; (e) is 
that part of section 502 which provides for a disclosure of the active 
ingredients of the drug, and (d), which is exempted only if the pre- 
scription is nonrefillable, is the so-called narcotics and hypnotics part 
of section 502. 

Now, the exemption as thus provided in the present law does not 
include section 502 (f), and I am inclined to think that is the only 
major point that was left out. That is the section which requires 
adequate directions, and adequate warnings against misuse of drugs. 

That puts the druggist in this position, and however practical i 
may have been, I do not know, but at least on the face of the act it 
put him in this position : that if he sold the drug on prescription he 
was required to put adequate directions on it. 

Now it may be a question, which we “or not debate here—but | 
raise it for illustrative purposes—whether or not the directions of the 
physician put upon the label of the siesctibie article are ‘adequate’ 
directions. We may say that they are ‘‘adequate” directions. But, 
the druggists, to say the least, were left in a state of unce rtainty. 

So, the situation which was created by the Commissioner’s speech 

Atlantic C ity is the background upon which this bill, sponsored 
by the Food and Drug Administration and the National Association 
of Retail Druggists, has been proposed. The bill is described as de- 
fining an exemption, and it is referred to as a prescription exemption. 
But the core of it is a compulsion. Exemption implies an option 
you can do one or the other—but in the main feature of this bill, the 
grant of this power, there is no option; there is only compulsion. 
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That does not appear too clearly upon the face of the bill, but it 
is definitely the position which the sponsors of the bill have taken 
before you, and that is what it is intended to do. It is intended to 
empower the Federal Security Administrator, acting through the 
Food and Drug Administrator, to restrict to prescription sale all 
articles included within the broad definition of the word ‘‘drug’’ which 
he may determine to be “unsafe or ineffective for use without the 
professional diagnosis or supervision of a practitioner licensed by law.” 

Let me hestitate a moment to call your attention to the word 
“diagnosis,” as it appears there. I imagine it must be important to 
all manufacturers. It is particularly important to those for whom I 
speak. I suppose it is commonly known that there is a substantial 
body of medical opinion to the effect that the layman is not competent 
to diagnose for himself in anything. And certainly, in our courts, 
the rule of evidence frequently, if not always, forbids a layman, a 
lay witness on the stand, to testify as to what was the matter with 
him when he took the drug, and for what purpose he took it. 

Now, I think that I will not be controverted in that; that doctors, 
shall I say generally, think that a layman is not able to diagnose for 
himself, perhaps beyond the most simple thing. 

It is very important that at the outset we get into our minds the 
definition of the word “drug.’ That word is of great importance, as 
we talk about a list, of which I shall speak later. 

The word ‘‘drug,’’ I think, to lay people often suggests narcotics, 
but usua ly we think in terms of chemicals, the substances which go 
to make up a preparation. But we look to the Food and Drug Act 
for the definition of the term ‘‘drug,’’ and it is clearly defined in sec- 
tion 201 (g) briefly as this: é 

“Drug’’ means, one, articles recognized in the United States Phar- 
macopeia, the Homeopathic Pharmacopeia, and the National Formu- 
lary. They are the three so-called official compendia under this law. 
Each one of them, especially the U. S. P., as the Pharmacopeia is 
usually called, is a sizable volume. Those volumes contain all manner 
of substances. According to this definition, sugar and salt are drugs 
because sugar and salt are listed in the Pharmacopeia. I suppose we 
should read in that they are for medicinal use, but the law does not 
say so. Of course, sugar frequently has a medicinal use; ‘‘confec- 
tions,’ they are called sometimes and may be for the palatability of 
the substance, but my point stands that these many substances are 
in the Pharmacopeia. 

The second part of the definition of “‘drug”’ is ‘articles intended for 
use in the diagnosis, cure, mitigation, treatment or prevention of 
disease in man or other animals.” 

I can tell you how far that goes by illustrating what was true under 
the old law. The new law has a definition for a so-called device, but 
under the old law the Food and Drug Administration asserted, and 
was upheld in the courts, that bandages were “‘drugs”’ for the logical 
reason that they were used in the cure, mitigation, and prevention of 
disease. The Administration was-also upheld in the assertion that 
prophylactic devices were ‘‘drugs’’ because they were used in the 
prevention of disease. 

As just said, the new law covers such things by defining the word 


“device,” but you see how broad at this point is the definition of 
“drug.” 
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In the third place, the definition includes “articles (other than food 
intended to affect the structure or any function of the body of man or 
other animals,’’ and finally in the fourth division, “drug’”’ includes al] 
articles intended for use as a component of any of the foregoing 
articles. 

Thus this definition includes substances, compounds, mixtures, and 
fabrications of all forms used for the purposes stated. 

If we have in our mind here that we are talking of some “‘list” 
which can be pasted on the door, or put under the glass covering of a 
desk, we are mistaken. If there are any who think that is what is 
proposed, they are in for a rude awakening. Restrictive regulations 
in this broad field would apply to a great number and variety of 
“drugs” as defined by the law. 

Now, the inclusion of the word “‘ineffective’’ opens a door to almost 
unlimited control of therapeutics and the sale of drug products. In 
addition, it jeopardizes the traditional right of self-medication and 
choice of remedies. In the sense in which it is used in this bill, 
“effectiveness”? has not been a matter of Federal control. Let me 
make that clear again so that there will not be any possible mis- 
understanding—the Federal law now has abundant power, frequently 
exercised, against any false or misleading representation as to the 
effectiveness of a drug, but as it stands now, and I say in the sense 
in which the word is used here, the Government does not have the 
power, administratively, to regulate effectiveness of drugs as to the 
prescription of them and as to the use of them in treatment of disease. 

Up until this time and at present, people have been free to use any 
drug product desired so long as it is safe and so long as there are no 
false or misleading representations made about it, and the law is very 
severe in the regulation of those things. 

The committee report which accompanied this bill in 1938, or 
accompanied the bill that was passed in 1938, stated that it was not 
the purpose of the act to restrict self-medication but to make it safe. 

Now, consider this other aspect of the power to determine the 
effectiveness of drugs—to determine that drugs are not effective 
unless sold under a prescription, which is the way that the bill reads: 
The leverage of such proposed control in regulating the composition 
and the labeling and the distribution of drug products would be 
enormous. The power to restrict any drug to prescription sale 
would coerce the manufacturer to submit to any labeling demand of 
the Government which had any semblance of support. No one can 
predict, sitting here today, the full extent of this power as it would 
take form and growth with each passing year. 

In my own opinion, based upon experience, there is no doubt what- 
ever that it would increasingly restrict the right of self-medication 
and the citizen’s choice of remedies. I think that I am borne out in 
that by some of the implications of the Administrator’s testimony 
before you last Tuesday. Administrator Ewing said when he was 
asked about aspirin that there were those who thought that aspirin 
should be restricted to prescription sales; that as of this time, mean- 
ing, I suppose, in the present views of the Department, aspirin would 
not be put on a restricted list; but he said candidly and truly that 
we must realize that future Administrators with views that aspirin 
should be put on the list might put it on, and that if they had sub- 
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‘tantial evidence for doing so they would be upheld by the courts 
and nothing could be done about it. 

In fact, Mr. Ewing said that the safeguard is the reasonableness 
of the Administrator from time to time in the future. 

Yesterday Mr. Harrop mentioned to you the attitude of the Food 
and Drug Administration that ear drops must be sold on prescription 
because they might mask some more serious condition. There are 
all sorts of theories held now, and what will be held in the future we 
cannot possibly tell, whereby safety and effectiveness may be deter- 
mined in the mind of the Administrator. 

Let me say this: I have been speaking of self-medication. I have 
no reference to any special interest. ‘True, the manufacturers for 
whom I speak do sell for self-medication. The manufacturers who 
have already been before you do the same thing, though they do not 
advertise direct to the public. I have no reference to any particular 
product or class of product, or any particular manufacturer or group 
of manufacturers. For present purposes there is no distinction what- 
ever between over-the-counter articles advertised to the public and 
advertised to the profession. 

The significant thing about this is that if self-medication is pre- 
vented, or if it is severely restricted something must be put in its 
place. The people must then have medical care to a greater extent 
and at lower cost, and so I say that a power like this in the proposed 
bill would become a handmaiden of socialized medicine. If we com- 
pel people to prescription purchase, with consequent physician and 
pharmacist fees, of an ever-lengthening list of medicaments, I think 
we shall see that in time the Government would have to ease the 
burden. 

In order to determine “effectiveness” or “‘safety’’—because the 
term ‘safety,’ as applied to drugs, Mr. Chairman, is a relative term— 
it depends upon many considerations, and there is hardly anything 
known to us in the medical field, and perhaps in the food field, that 
cannot become dangerous if used improperly, or in improper amount— 
in order to determine ‘‘effectiveness” or “safety,” many things have 
to be considered. 

The Administrator would have to take into consideration every 

condition and circumstance pertaining to the use of every drug 
product under his consideration. He would have to take into con- 
sideration the dosage; the route or method of administration, whether 
external, internal, oral, or injection; he would have to take into 
consideration the frequency and the duration of use, the age of the 
patient, the sex of the patient, perhaps the social and economic 
environment of the patient; the time of use with respect to meals or 
symptoms—and, gentlemen, I am using now material taken from the 
regulations which pertain to the adequacy of directions. 
With them I have no complaint so long as the Food and Drug 
Administration does not have arbitrary power to enforce its will in 
these particulars. In the present state of the law it is good and it 
is helpful to have these things set out in the regulations as guideposts 
by which a manufacturer may steer in trying to get his labeling to 
conform with law and, if you please, to phos shed with the views of 
the Administrator, for whom we have respect and with whom we 
would much prefer to live in peace and harmony than in litigation. 
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So these things that I am telling you are not of my origination. | 
have taken them from the regulations. I do not think that the Food 
and Drug Administration thinks that it has exhausted the considera- 
tions, because the regulations say that these criteria are ‘‘among 
other reasons’’ why directions may be ‘‘inadequate.”’ 

Now, doubtless, comparative considerations would also be involved 
if the Administrator received the power sought in this bill; that is to 
say, would a certain drug be as effective in the various conditions and 
according to the foregoing criteria as some other drug or some other 
form of treatment? 

For instance, it is almost impossible now to sell over the counter any 
worm medicines. To my knowledge, there is only one permitted. 
The others have been forbidden. The manufacturers in most cases 
yielded to the administrative attitude without litigation that either 
the medicines were not safe or that the worm situation was not a 
matter for medication but a matter for sanitation; that the cireum- 
stances in which people live are the real controlling considerations. | 
mention that not to criticize the position but simply to let you know 
that I am not conjuring out of my imagination any of these things 
which I am trying to say to you. 

Mr. Ewing in his testimony laid down a criterion which is not new. 
We have heard it at the Food and Drug Administration for at least a 
decade, perhaps two. Mr. Ewing, when questioned by some of you 
gentlemen as to how he would go about determining “ineffectiveness,” 
gave this illustration: He said, “The taking of such a medicine might 
prevent a person going and getting proper medical care.”’ Perhaps 
sometimes that might be true, but it is a rather farfetched criterion for 
determining “ineffectiveness” of drugs by and large. The same 
criterion could be applied to “safety’’; that perhaps the drug is not safe 
because if you take an aspirin tablet for your headache you may 
prevent yourself going to a physician and discovering that instead of a 
headache due to some simple cause you have a headache due to some 
serious condition. 

Now, the magnitude of this task, Mr. Chairman, is illustrated by 
considering what will be involved in dealing with drugs now on the 
market. 

First, you will remember the definition which I just gave you from 
the law; and then, in the paper filed by Dr. Hugo Schaefer, of the 
Brooklyn College of Pharmacy, on behalf of the American Pharma- 
ceutical Association, he says there are approximately 30,000 drug 
items. 

Mr. Larrick, the Assistant Commissioner of Food and Drugs, in 
his testimony this week said, and I quote from his statement, ‘““There 
are literally thousands of different drug items on the market.’’ He 
said that in connection with the exercise of this power. He followed 
that by saying, and he used that as a premise for saying, unless he 
had this power he would have to enforce the standards by thousands 
of lawsuits. With the greatest respect to Mr. Larrick—and I enjoy 
that first-name relationship that he referred to on the stand here— 
let me say that is not a realistic approach or statement. No provision 
of the Food and Drug Act today—and there are many—is enforced 
by thousands of individual cases. In that field, as in all fields of 
regulation in a democracy, one case may be the bellwether for people 
following. One case may well be a test case, and, if not a friendly 
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test case, still it may be the case which is a signal for others to do 
likewise, and surely the Food and Drug Act is not enforced by having 
an inspector or a policeman constantly in attendance upon the manu- 
facturer. We obey that law just as we obey the criminal and civil 
laws of the country by the various coercions, the moral code, the fear 
if apprehension, the fear of punishment, the love of our Government, 
all the things that make it possible for us to live in an organized society 
rithout multiple litigation. 

Let me say something else in telling vou about the number of drugs. 
4A few years after this law was passed, the Food and Drug Adminis- 
tration issued a statement saying that it had been asked to supply a 
list of drugs which should be sold only on prescription. It answered 
that, according to its own written statement, by saying that the law 
mposes upon the manufacturer the responsibility of properlv labeling 
rugs, meaning by that that it is his responsibility, and if he does 
not live up to it he is subject to apprehension and prosecution at the 
hands of the enforcement agency. And the agency said—the state- 
ment said—this: 

Obviously it is impossible to list all drugs which may be dangerous since not 

ly the ecomnositions but also the directions for use and the conditions in which 
their use is recommended may have a very definite bearing on the question of 
safety or danger. 

So a few vears after enactment of the law the Food and Drug 
Administration said that it would be impossible to make a list of the 
kind it now asks you to empower it to make. 

The Administrator would not dispute, rather he would agree, that 
vears would be required to promulgate the regulations contemplated 
by this power. I have for my authority on that the statement of 
Mr. Charles Crawford, Deputy Commissioner of Food and Drugs. 
I do not know whether he is here this morning or not; he was vesterday. 
He appeared before the council on pharmacy and chemistry of the 
American Medical Association in Chicago on November 10, 1950, 
when the council invited representatives of the interested groups to 
appear before it and state their positions on this legislation, or rather 
on the bill which was then pending, which included the same provi- 
sions to which I am now addressing myself. 

I appeared at that time on behalf of the Proprietary Association; 
Mr. Harrop on behalf of the American Drug Manufacturers’ Associa- 
tion; Mr. Dowling on behalf of the American Pharmaceutical Manu- 
facturers Association; Dr. Fischelis on behalf of the American Pharma- 
ceutical Association; Mr. Crawford and his counsel, Mr. Goodrich, on 
behalf of the Food and Drug Administration; and Mr. Dargavel and 
Mr. Waller on behalf of the National Association of Retail Druggists. 

During the course of that discussion, Mr. Crawford said—lI do not 
have the quotation, but I recall distinctly what he said—that he 
thought the Durham bill should be amended to allow for at least 2 
vears in which to make the regulations applicable to the drugs then 
existing on the market. 

I think that was a conservative estimate. I think he would need 
a decade. It has been 13 years since this law was passed, and we are 
still in the midst of food standards—and I intend no criticism by that 
at all, but simply to illustrate the magnitude of the task of holding 
administrative hearings on all of the literally thousands of drugs, to 
use Mr. Larrick’s term, which would be subject to this power. And 
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I come back again, Mr. Chairman, to remind you that the use of the 
word “‘list’”’ is a misnomer. 

I think Mr. Ewing said in his testimony—and I believe a question 
about it was asked here yesterday—something with respect to the 
Canadian law. For my part it does not matter what Canada may 
have. That is not the criterion for what we shall have in this country 
of 150 million people as compared with a small country of 12 or 15 
million. But the proponents have absolutely no suggestion in their 
own minds that what they are asking here is a list similar to th 
Canadian list. 

In Canada there is a list. The list includes 18 drugs, the most 
serious drugs that could be mentioned, drugs as to which there could 
be no possible division of opinion between the manufacturers and the 
Food and Drug Administration, some of which are not even sold in 
this country because the Administration has threatened litigation 
one dare to sel] them. 

One, from memory, is dinitrophenol, a very dangerous drug, which 
the Food and Drug Administration clamped down on immediately 
after the passage of the Food and Drug Act in 1938. And, if it is o1 
sale anywhere in this country now, it is subject to immediate seizure 
and to multiple seizures and drastic criminal action. 

Another one is aminopyrine. It was on sale in this country at the 
time this law was passed. At one time it was thought to be a good 
drug; it had a good reputation; but it developed that it was capable 
of harm, and serious harm; and the Food and Drug Administration 
took the position first that it had to be drastically labeled with warn- 
ings and afterward that it should not be sold at all; and it is not sold 
today unless in some isolated instance in which there is ample law to 
control it, if so. 

The other drugs are not in my memory, although I have a list of 
them. They are the drugs, the chemicals, not preparations, not com- 
pounds. Cinchophen is another one. I should not speak to you 
knowingly about drugs; I am not a druggist. But I know what is 
the situation in this country in the sale of cinchophen. It has been 
on the taboo list for years. 

So I say to you, when they come here and cite Canada as an example, 
they should tell us whether what they want is a list such as Canada 
has. If that is what they want, there is no objection to making a list 
of 18 drugs. Do not hold me too strictly on this, but I do not think 
there is anything on the Canadian list right now that is being sold 
in this country except under the strictest supervision of the Govern- 
ment. 

They have used the term “‘list.”’ It is a convenient one to use, and 
we have been given the picture of the druggist being able quickly 
and conveniently just to look at a list and to run his eye down it. 
Gentlemen, believe me, that is not what is involved in this case at all. 
The druggist would go to something as large as the United States 
Dispensatory, which would stand high on this table and, given a few 
more years, he would go to a library, because the so-called listing 
must encompass all the variations, from time to time, in medical 
opinion and in dosages and the directions and the other material that 
I went over with you. That is the breadth of this provision. And it 
would grow with the succession of administrators and the passage of 
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time. That is usually the case with powers granted to Government 
bureaus. 

If I appear to be speaking feelingly and vehemently about this, 
I do not want to be understood as being critical of the Food and Drug 
Administration. I have great respect for that Administration, and 
I have personal affection and regard for the officials of it, and I prize 
the so-called first-name relationship which I enjoy with them. I 
speak objectively and not subjectively. 

That is the way I think legislation ought to be considered and the 
way this bill ought to be measured; not by the high purposes and the 
fine traditions of the gentlemen who now run this agency, but looking 
into the future as to those who may come, whom we now do not 
know. 

The Administrator at the present time has power under the existing 
law to proceed against products for which unfounded therapeutic 
claims are made for effectiveness. He should not now be given this 
additional power—the power not only to proceed against, but the 
power, himself, to adjudge, the effectiveness of drug products. 

I do not think it has been pointed out here the power which now 
resides in this Department for regulating the sale of drugs; it would 
tax my time if I tried to go into all of it, but let me remind you of a 
few of the outstanding provisions of the misbranding section, 502. 
What we are asking for—and I do not believe I have yet said in so 
many words, although I indicated at the outset the issue between us 
and the proponents—is this: We subscribe to the suggestion which 
was made here by Mr. Harrop yesterday, and a few days ago by Mr. 
Dunn. The three manufacturing organizations are unanimous in the 
position which they have taken with respect to that suggestion. 
Whether we like the particular wording of that suggestion or not, we 
have chosen it, because it is the wording composed by the Food and 
Drug Administration itself under its regulations. And our suggestion 
of adopting that standard and writing it into the law would thus 
bring this area of regulation into the same philosophical background 
and operation as pertains to the rest of the law. 

What we propose is no departure from the philosophy of this law. 
What the proponents propose is a radical departure. I say to you 
deliberately that it represents a request for the greatest power that 
has ever been asked under the Food and Drug Act, and a power far 
greater than any now in that act. 

I go back to the Tugwell bill, so-called, of 1933, when this started, 
where in almost every section the power was to be left to the Adminis- 
trator, and the fight which industry made was to keep the door to the 
courthouse open, to have the food and drug law state the definitions, 
the prohibitions, to lay down the boundaries and the rules by which 
business might be carried on by manufacturers, with them carrying 
the responsibility which is their lot and, I think, under our system of 
Government, their due. 

Now, the Administrator, acting through the Food and Drug Ad- 
ministration, has the following among other controls of drug products. 
In the first place, no new drugs as defined in the act can be sold without 
obtaining release from the Food and Drug Administration. And a 
new drug, gentlemen, can be an old drug which has new use. That is, 
it can be an old drug for which new uses and new directions have been 
advanced in the labeling. 
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In other words, if you have an old drug that has been used for 
generation for one thing and you suddenly project it for another use 
which has not been known to medicine, so that its use in that regard 
is not generally recognized as safe, it becomes under the definition 
of this law a new drug. If you take two old drugs and put them to- 
gether in a new combination, which was not known, and which was 
not generally recognized as safe, it becomes a new drug. 

Now, no new drug, whether it is an old drug or the old drug so 
transformed, or whether it is an entirely new substance like the sulfas 
when they came, can be sold in this country today until it is filed with 
the Food and Drug Administration, with a report of all the researc), 
which has been done to determine its safety, with the labeling under 
which it is proposed to be sold, and various other detailed materia! 
required by section 505 of the Federal Food, Drug, and Cosmeti: 
Act. So that is the first area of control. 

Even then, gentlemen, the Government has nothing to do with 
effectivehess. ‘The question is safety. The question is toxicity. 

Next: No adulterated drug can be sold. An adulterated drug is 
defined in numerous ways, but briefly, and I think the most compre- 
hensive one, is that an adulterated drug is one which differs from th. 
standard, differs from the identity or the standard of purity and quality 
which is set out in the official compendia if it is listed, and if not listed 
there, which is claimed for it on its label. 

If an adulterated or misbranded drug is offered on the market it is 
subject to seizure in an in rem action, by libel. For adulterated drugs 
there may be multiple seizures. It is permissible to seize wherever 
found and as many times as found. 

A misbranded drug is subject to a single seizure unless the Adminis- 
trator finds that it is dangerous to health or is, in material respects 
grossly misbranded. And then, of course, after a judgment in favo. 
of the Government, a misbranded drug is subject to seizure multipl) 
just as though it were adulterated. 

The misbranding section is broken down into many parts. I shal! 
not go into all of them, because time forbids and also because some of 
them are not as illustrative as those I wish to pick out. 

In the first place, a drug is misbranded if its labeling—and you know 
under the cases, labeling has been held by the Supreme Court to in- 
clude not only the label which goes around the bottle and is affixed t 
it, but any circulars with it, or any cartons on the outside; and beyon 
that, the cases have held that if one ships separately from the drug an 
advertising material, circulars, or the like, which eventually meet tha 
drug in the marts of commerce, no matter that they travel separately 
I think one of the cases had an 18-month lapse between the shipment 
of the drug and the shipment by express or parcel post, however it was 
of the descriptive material—that is held labeling. If the packag 
which travels in commerce is as pure as Ivory soap says it is, and ma 
terial sent by mail or otherwise to dealers and users of the article is 
false and misleading, the drug is misbranded. 

Now, it is subject to seizure, as I said, and the purveyor is subject 
to criminal prosecution except, as Mr. Harrop pointed out yesterday 
the act provides a guaranty for the retail or wholesale purveyors who 
receive and distribute the drugs in good faith. 

The fines and imprisonment under criminal prosecution are sever 
and they were made so by this committee when you took up con- 
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sideration of it in 1935 and finally reported it out for passage in 1938. 
There are jail sentences and there are fines. 

In addition, there is the remedy of injunction. The Government 
may secure injunction temporarily and permanently against the 
distribution of an adulterated or misbranded drug and against any 
drug that has not gone through the new drug section if it is subject to 
it. 

If the drug is narcotic or hypnotic under section 502 (d), it must be 
labeled ‘‘Warning—May be habit forming.” It is misbranded if the 
ingredients are not disclosed on the label and the quantities of certain 
named ingredients, such as aleohol and chloroform. 

Then there is the broad provision which has figured here a great 
deal. The drug is misbranded if it does not bear adequate directions 
for use. 

That was a very signal development under this act. There was 
nothing comparable to it under the 1906 act. I have always had 
great respect for that provision. I have always thought that it was 
one of the most salient provisions in this law for the protection of 
the public. And I may say to you that my position for years has 
been that the Federal Food and Drug Act on this point is no respecter 
of persons. The Food and Drug Act has said to the manufacturer 
that drugs must have adequate directions for use. If sold through 
the channels of the profession, they must have either adequate direc- 
tions for use or be exempted under regulations for prescription sale. 

We have had no complaint or criticism of the Food and Drug 
Administration dividing drugs into two classes: over the counter, 
with fuil directions for using, and prescriptions. They are doing 
that now administratively. What they ask here now is the power 
to adjudge. We have accepted the construction of the law which 
they have given. We have no objection to writing into the law the 
standard which they have administratively adopted for enforcing 
section 502 (f). And let me illustrate to you how this fits into the 
philosophy. 

The command is that there shall be adequate directions for use. 
It is a very sensible command. What is “adequate” is a question of 
fact. The same article which contains an identical drug with this 
other article may need different directions because the proportions of 
the drug are different, because the recommendations are different; 
one may be for external use, another one for internal use; one may be 
for frequent use, another may be for occasional use; one may be for 
prolonged contact with the body, if it is an external ointment or salve, 
and another may be for short contact or limited contact. 

A drug must have adequate warnings against use in pathological 
conditions or by children where its use would be dangerous. 

That illustrates, Mr. Chairman, the position we hold here today. 
When this bill was before this committee in the vears of 1935 to 1938 
the Department wanted to write that provision in this way, that a 
drug shall be misbranded unless it bears warnings against use in 
pathological conditions and use by children, wherein its use may be 
dangerous, in such manner and form as may be promulgated by 
regulations. 

In other words, they wanted power then to write the warning so 
that we would have to adopt it and we should have no relief except 
that which they propose here now of this involved administrative 
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procedure, with limited court review, where the findings of fact, sup- 
ported by substantial evidence, socalled, are binding and conclusive 
upon the court. 

The industry made a determined fight on that. It was not opposed 
to the principle of adequate warnings against improper use. It 
subscribed to the public purposes of that. But it wanted to be in 
position to defend itself where it differed with the Food and Drug 
Administration which should then assume the burden of proof and 
exercise the various remedies given it by the law. 

And here is one of the most powerful sections in the act, a section 
under which the Food and Drug Administration has power to proceed 
against all manner of drugs. "A drug is misbranded—and I quote 
this—‘“‘if dangerous to health when used in the dosage or frequency 
or duration indicated in the labeling.’ 

That is a cover-all provision and again the people for whom I speak 
subscribe to the public purposes of that provision and we think it is 
a sound provision and when the Food and Drug Administration comes 
before you it must be cognizant that under that great power, regard- 
less of prescription, or nonprescription, or lists or nonlists, if the 
thing is dangerous to health as it is labeled, they have got this wide- 
open power to proceed. 

Mr. Chairman, I am grateful for the patience which you and the 
committee have shown in listening to me and I do not want to take 
advantage of it. I have discussed those substantive provisions. | 
must ask your indulgence a few minutes longer with respect to the 
matter of the so-called court review. 

Mr. Wotverton. Mr. Chairman, ha; the witness finished? 

Mr. Hoge. No, sir; not yet. I wanted to talk about this so-called 
review. 

Mr. Wotverton. Mr. Chairman, the reason I inquire is the fact 
that we are pressed for time; Judge Stephens is present and it is not 
possible for him to be here on all occasions. I certainly would not 
want the morning to slip away without giving the committee the 
opportunity of hearing Judge Stephens. 

The CuarrMan. We were told that 30 minutes would be enough for 
this witness. 

Mr. Wo.tverton. I think we have observed here, as we have so 
frequently observed in the past, that when a witness departs from his 
prepared statement with the thought in mind of saving time, it usually 
develops that more time is taken than if the statement itself had 
been read. 

This witness has been of extreme value to this committee, in my 
opinion. He shows a very intimate knowledge of the subject of which 
he speaks and certainly is very helpful and I should not want to 
preclude him from making a full statement, nor the opportunity of 
members to question him. But I am fearful that if he continues 
much longer—it has now been nearly an hour, although it has seemed 
much shorter than that—and then if the questioning is carried on, 
there will be no opportunity to hear Judge Stephens. 

I should like the Chair, if he will, to consider the matter of hearing 
Judge Stephens before the questioning of this witness begins. 

Mr. Hoge. Mr. Chairman, may I say that I certainly would not 
want to foreclose Judge Stephens and, before you called the com- 
mittee to order, I spoke to Judge Stephens and told him that I should 
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be happy to yield my position as the first witness to him, so that he 
might make his statement and leave, if he wished. He said that he 
did not care to do so. 

The CHarrMANn. We shall have to observe very closely the 5- 
minute rule in questioning. 

Mr. Hesevtron. Mr. Chairman, may I suggest this? I have read 
the formal statement of the witness on this problem of trial de novo, 
and I have read Judge Stephens’ statement. I think if Judge Ste- 
phens were permitted to make his statement, that the witness might 
adopt the judge’s statement as his own. I think he will find that 
Judge Stephens has helped him on that point very much. 

Mr. Hae. I was about to make the same observation. Judge 
Stephens’ testimony is entirely on the subject of review and it seems 
to me that it might be helpful to the committee if we could hear 
Judge Stephens first on that point. 

Judge SrepHens. Mr. Chairman, I am willing to accommodate 
myself to the convenience of the committee. 

Mr. Hoaer. I should be very glad if the judge were to take the stand 
now. 

The Caarrman. How long would it take you to finish your state- 
ment, Mr. Hoge? 

Mr. Hoge. Not very long; the rest of what I intended to say would 
conform to that part of my written statement. 

The CuarrMan. Why not put it in the record. 

Mr. Hoge. I did depart, Congressman Wolverton, from my state- 
ment, but I did so because my statement was prepared before | 
came here on Tuesday and, sitting here during the week, I have heard 
many things that I wanted to bring out to you. As to the rest, I 
need not depart from my written statement. 

Just let me say this, before I yield the chair to Judge Stephens. 
My paper attempts to show you that before one ever gets to the court, 
where this question of de novo comes up, there is such a long trek 
of administrative detail, which I have tried to set out for you in 
numbered paragraphs, that if one lived long enough, he might not 
be rich enough to last out those many administrative steps before he 
ever got to the court to find out what trial de novo in the circuit 
court means. 

Mr. Wotnverton. Mr. Chairman, I have noticed in the prepared 
statement of the witness that he makes reference to the review 
section. Would the members of the committee feel that they would 
like to hear his views on that particular phase on which he has not 
yet touched except in the few words that he has just. mentioned, 
before Judge Stephens takes the stand? 

The Cuarrman. If he will do so briefly. 

Judge SrepHens. I should be glad myself to hear what this gentle- 
man has to say on the review section. 

Mr. Hoae. I have great respect for your time, and I do appreciate 
your hearing me. 

On the ninth page of my statement you will see that I have there 
tried to itemize in numbered paragraphs the number of steps which 
one complaining of this power which is sought, would have to take 
before he ever got to the court regardless of the nature of the review. 

In the first place, there would be a hearing under the- so-called 
clause (2). That is the clause which would give the Administrator 
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the power to restrict the sale of those drugs which he considers unsafe 
or ineffective except on prescription. Mr. Larrick has told you here 
that that would be a matter on which they would like to bring experts 
from all over the country and put them on the stand. 

In the second place, there would be a petition to the Administrator 
proposing the addition or deletion of a drug, or drugs, from an) 
listing of drugs promulgated by the Administrator in accordance wit}: 
clause (2). 

And I call your attention to the fact that all through those steps 
the phrase is used “any interested person.” So that the action might 
expand far beyond inter parties action; that is, between the man 
interested in a given drug and the Food and Drug Administration 
Presumably the Medical Association could be in it. Presumably 
other manufacturers who had drugs similar but not entire ly alike. 

After that, the Administrator sets another hearing, a hearing before 
the Administrator upon such petition, following which the Adminis- 
trator “shall make public his action upon such proposal.” 

Then after that, one files objections to the Administrator’s action, 
within 30 days after he has made such action public, specifying the 
changes desired and stating reasonable grounds therefor and request- 
ing a public hearing upon such objections. 

Then comes what apparently is the third hearing, again for all 
interested parties, the record getting bigger and bigger as we go. 
Then he shall make public his action on this third one and then, within 
90 days one has an appeal to the circuit court of appeals in accordance 
with the provisions of section 701 (f) and (g) of the Federal Food and 
Drug Act. 

Those provisions are that you file a summons and petition to get 
into the court and that if further evidence is to be taken, the court refers 
it back to the Administrator for the taking of further evidence; and 
at that time—lI have lost count; it is the fourth or the fifth hearing— 
then the certified copy goes to the circuit court. 

Now, ordinarily the circuit court is bound by the findings of the 
Administrator if supported by, as the phrase goes, “substantial 
evidence.”’ That has been a very vague and indefinite phrase and has 
been of little practical value. What value it may have in the future 
under the recent decision of the Supreme Court in one of the Labor 
Board cases remains to be seen. 

The Supreme Court did say that the Administrative Procedure Act 
had imposed greater obligations upon the courts in these matters 
than they had been exercising in the past. 

As I say in my paper, and let me repeat, that over this wearisome 
road one may never discover what is ames: by a trial de novo in the 
circuit court. Trial de novo commonly denotes a new trial, but I do 
not really know what it means in the bill before you. The werding of 
the bill is not that there shall be a trial de novo, but that the appeal 
shall be in the “nature of a trial de novo.” 

Ordinarily the words “trial de novo”’ denote a trial all over again, 
complete trial, examination of witnesses, introduction of exhibits, pul- 
ing on objections, and other interlocutory steps. 

When you consider that the matter is in the court of appeals whose 
usual functions are to hear appellate matters on records and briefs, it 
is unlikely—and this is only my opinion—that a trial de novo in that 
sense is intended. 
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I have tried to look into the law a little on this and the phrase, 
“nature of a trial de novo,” has been used by appellate courts some- 
times in referring to their power and their function in equity cases 
Courts have said that their review of equity cases is in the ns sture— 
they use those words—‘“‘in the nature of a trial de novo.’”’ What they 
have meant apparently—and I gather this from reading the cases 
only—is that they will review the whole record, that they will take 
notice of errors and that they will apply what was the old equity rule, 
that the findings are against the clear weight of the evidences 

The new rule, under the rules of civil procedure, is that the appellate 
court will not ordinarily disturb the lower court’s findings except 
when they are clearly erroneous. And the note to the rule says, I 
believe, that the committee on the rules intended by that to bring 
forward the equity rule. 

That may be what this provision is intended to mean, although the 
action here, of course, is not an equity one. The food and drug 
statute is a criminal statute and any violation of the Commission’s 
order under this clause (2) of the bill would be punishable as a crime. 

bila ‘ver the extent of the trial de novo is to be—and the bill is not 
clear—it is easy to see from the things that I have tried to say to you 
wee 2 dly in these closing moments, that instead of being relieved of 
bureaucratic control, those many intermediate steps will mean that 
the manufacturers and the distributors of drugs would be the more 
completely enmeshed in administrative procedure. 

One closing word, Mr. Chairman. Mr. Larrick said here that the 
legislative standard which the manufacturers had proposed, which is 
the standard taken from the regulations, was just as good in their 
opinion as the standard in the bill before you. They liked it. The 
only difference between Mr. Larrick and me, to close by repeating 
what I said at the beginning, is that Mr. Larrick wants the power to 
apply the standard judicially with very limited reviews, whereas we 
want him to have the standard, but we want him to assert the standard 
in the forums and under the procedures where he bears the burden of 
proof, 

i thank you gentlemen very much. 

Mr. Wotverrton. I take it, Mr. Chairman, that the witness has 
finished his statement and is ready for questioning? 

Mr. Hoare. Yes. 

Mr. Wotverton. Have you covered all that you wish to say’ 

Mr. Hoar. Well, I did, by trying to conserve your time at the end 
and by realining my written statement. 

Mr. Wotvertron. Have you had the opportunity to cover the 
situation that you had intended to bring to the attention of the 
committee? 

Mr. Hoar. Yes, sir; I have. 

Mr. Wotverron. Then the questioning of this witness, Mr. Chair- 
an, it seems to me, could await the testimony of Judge Stephens. 
The witness has been so positive in his statements and has shown such 
a wide knowledge of his subject and certainly has made evident his 
sincerity of purpose, that necessarily it will provoke, I assume, a 
great Many questions on the part of the committee who desice to 
avail themselves of all the information this gentleman has to give us. 

Mr. Hoar. I shall welcome the questions, Mr. Chairman; I only 
hope that I can answer them. 
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The CuarrmMan. Without objection, we shall proceed to hear Judg: 
Stephens now. 


STATEMENT OF HON. HAROLD M. STEPHENS, CHIEF JUDGE, 
UNITED STATES COURT OF APPEALS FOR THE DISTRICT OF 
COLUMBIA CIRCUIT 


Judge StepHens. Mr. Chairman and gentlemen of the committe 
my name is Harold M. Stephens. I am chief judge of the United 
States Court of Appeals for the District of Co!umbia Circuit and, as 
such, a member of the Judicial Conference of the United States. 

I appear here in respect of this bill as I did a few days ago in respect 
of S. 658 to present the views of the Judicial Conference with respect to 
certain procedural aspects of this bill. 

As I said the other day in respect of S. 658, the Congress has very 
properly and we think wisely imposed upon the Judicial Conference 
the duty of advising Congress with reference to legislation affecting 
the business of the courts. 

And so I am here to reflect the views of the chief justice and my 
colleagues on the Judicial Conference. You are so familiar with the 
terms of this bill that I will not assume to repeat its introductory 
provisions, but to say only for the purpose of introducing my com- 
ments that, as the previous speaker has indicated, they require that 
after the Administrator has made a final ruling upon the question of 
deletion from or addition to the list of drugs which he is to promulgate 
under the act, there is to be an appeal to the circuit court of appeals and 
the bill provides that that appeal shall take place in the following 
manner. 

An order so issued by the Administrator may, within 90 days afte: 
its issuance, be appealed by any interested person in accordance with 
the provisions prescribed in subsections 701 (f) and (g) of this act, 
except that an appeal from the Administrator’s order issued here- 
under shall be in the nature of a trial de novo without presumptions 
in favor of either party to such appeal. 

Subsections 701 (f) and (g) of the act, which must be read in co 
nection with another subsection (e), contemplate that the Adminis- 
trator shall receive evidence and make a record and make findings of 
fact; and that there shall then be an appeal to the appropriate circuit 
court of appeals of the principal place of business or residence of the 
appellant. 

The first comment that we wish to make from the point of view o! 
the Judicial Conference is that this de novo provision in the court of 
appeals is quite unsuited to the function of a circuit court of appeals 
if it means a de novo hearing in the usual sense of that term; that 
to say, a new trial, with the calling of witnesses and the cross-examina 
tion of witnesses, and the like. Because the United States circuit 
courts of appeals are courts which review errors of law, including t! 
failure to support a finding with substantial evidence. And this 
done upon a record and on written briefs and oral arguments whi 
we hear. 

We have a very large number of such cases to deal with coming 
from both the commissions and the courts, and if we are to have to 
interrupt our proceedings to hold trials, we will have to give away, 
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am afraid, our time, to a greatly undue extent to this sort of proceed- 
ing and neglect our duties as circuit courts of appeals. 

As I said to you the other day, the Congress under the Judicature 
Act of 1925 and under most of the statutes which relate to the com- 
missions and administrative agencies has made the circuit courts of 
appeals courts of last resort in the Federal system, except for those few 
cases which go on to the Supreme Court on writs of certiorari. 

It is not within the proper function or within the facilities of a cire- 
cuit court of appeals to hold a trial. It is a court of review, and not a 
trial court. It has no facilities for witnesses; it has no court reporters; 
it is not in a position to hold trials; and it could not do so without 
interrupting its own work which the Congress has placed upon it, its 
own responsibility as a review tribunal, unduly. 

The hearings which the Administrator must hold under this pro- 
posed act would undoubtedly take an extensive amount of time; the 
hearing of expert witnesses—pharmacists, toxicologists, and the like— 
takes time, and if we are required to repeat that procedure in the cir- 
cuit court of appeals I feel that our function would be dislodged as a 
reviewing tribunal. 

[t the statute does not mean to require a de novo trial in the sense 
in which I have just been speaking, but merely requires a review on 
the record with a finding of substantial evidence on the whole record 
necessary to support the order of the Administrator, then the provi- 
sion is redundant and unnecessary, because the Administrative Pro- 
cedures Act itself requires that of a reviewing court. 

That is the burden of the message of the conference to this commit- 
tee. But we thought perhaps we should refer briefly to one or two 
other aspects of the bill which are of a procedural character and relate 
to the business of the court, for what benefit it may be to the committee 
and its counsel. 

We point out that the requirements of subsections 701 (f) and (g) 
as referred to in the bill, that is, the requirements for appeal, seem to 
be inconsistent with the hearing requirements of the bill itself. This 
appellate review provision refers to the provisions of subsections 701 (f) 
and (g) and says that the appeal shall be in accordance with those 
provisions and also a trial de novo. 

As I said earlier, 701 (f) and (g), together with (e), which must 
be read in reference to (f) and (g) requires a hearing, the taking of 
evidence, the making of a record, and the filing of findings of fact. 
They contemplate a formal hearing by the Administrator. 

But the bill itself, in its own provisions with respect to hearings, 
does not seem to do that. It simply provides in broad terms for a 
public hearing before the Administrator for interested parties. The 
requirements of the bill itself, to the extent that they define hearings, 
seem to be inconsistent with the provision of the appellate section, 
because that section contemplates a different kind of hearing than 
the terms of the bill contemplate. If the bill should be amended so 
as to require the making of a record and findings of fact, then the 
de novo requirement would be unnecessary, because it would call for 
a repetition of the hearing before the Administrator. De novo means 
without reference to what went before, in the usual sense of the term. 

If the Congress should see fit to amend the bill to require the 
making of a record and the findings of fact, then it ought not require 
a de novo hearing in the usual sense, because that would make neces- 
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sary an entirely new hearing and it would require us to ignore thy 
record of the previous hearing. 

Also we call your attention to the fact that if the bill be amended 
to require a record and the making of findings, or if the bill be con- 
strued now to require the making of a record or findings, then th: 
de novo provision is unnecessary because again, as I said a moment 
ago, the Administrative Procedure Act requires a record and findings, 
and requires review on the whole record, and it requires that findings 
be supported by substantial evidence. 

Also, the Supreme Court in two new decisions, the Universa 
Camera case and the Pittsburgh case, seems to have renounced, i 
I may say so, its earlier position that stubstantial evidence on an) 
part of the record, even though isolated from countervailing evidenc 
is sufficient to support an administrative ruling. It has now laid 
down the rule for the Supreme Court itself and also for the circuit 
courts of appeal that there is a responsibility on the part of appellat 
courts to go over the whole record and to examine all of the evidence 
rather than isolated portions, so as to find whether on the whole 
record there is substantial evidence to support the findings of th. 
administrative authority. 

It is true, as the previous witness stated, that in earlier decisions 
of the Supreme Court, it took a different position, so that there was 
a contracted point of view with respect to review which we in the 
circuit court of appeals felt frustrated our powers. Under the 
Administrative Procedure Act and under the new decisions of the 
Supreme Court, which it has bound itself by, however, we will no longe: 
be frustrated. We will have the right and duty to go over the entir 
record of the Administrator to see whether there is substantial 
evidence to support an administrative ruling. 

With great respect for the views of the previous speaker, I think 
the term “substantial evidence’? when read in line with a review o! 
the whole record is not a vague term. It has been used in the Federal 
system for many, many years to guide the appellate division i 
determining whether or not even the verdict of a jury or a trial judge 
in a nonjury case should be upheld. It means more than a scintilla 
It means substantial evidence in the ordinary meaning of that term 
such evidence as would guide persons acting in the ordinary affairs 
of life. 

It is true that in the State courts there was a so-called scintilla 
rule which forbade the trial judge to set aside the verdict if ther 
was a scintilla of evidence to support the verdict of the jury, but tha 
is not the law in the Federal courts. 

The criterion of substantial evidence on review affords adequat 
protection to litigants, I think, in view of the Administrative Pro- 
cedure Act and in view of the Universal Camera case, which requires 
the court to review on the entire record. 

I call your attention to just one other point, and then I am finished 
The bill seems to contemplate a due process hearing. By its referenc: 
to 701 (f) and (g) it seems to contemplate a hearing on a record 
before the Administrator, with cross-examination of witnesses and 
direct examination of witnesses, and the making of findings of fact 
That is the kind of hearing which is required by the due process claus 
of the Constitution for adjudicatory action. 

The difference between adjudicatory action and rule-making action 
is well understood by both administrators and the courts. Adjudica- 
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tory action is like the action of a court, which is immediate and par- 
ticular. It relates to a particular controversy. Rule-making action 
is like legislation. It is general and looks to the future. 

Now, the due process clause requires a due process hearing with 
witnesses and cross-examination and findings of fact for adjudicatory 
action. It does not require it for legislative or rule-making action. 
In the absence of a specific requirement for agency hearing and rec ord, 
the Administrative Procedure Act itself does not require a due process 
hearing for rule-making action. It requires merely in section 4 that 
the interested parties shall be allowed to submit their views and data 
in writing with or without opportunity for oral presentation. It does 
conte mpl: ite, however, a review in the courts to determine, apparently, 
whether or not the Administrator has been arbitrary in his action. 

If the Congress desires the Administrator to make a record and 
findings for rule making, the bill should so state, but then it should also 
omit the de novo trial requirement, because a de novo trial require- 
ment would be a duplication and anomalous for the purpose of a rule- 
making hearing. 

I have submitted a written statement which I have in effect given 
you orally. Unless you wish to ask me questions I thank you for 
letting me appear before you again. 

(The statement referred to is as follows:) 


STATEMENT BY Hon. Harotp M. Strepuens, Cuter JupGe, Unirep STaTes 
Court or APPEALS FOR THE DistrRicT OF COLUMBIA 


My name is Harold M. Stephens. Iam Chief Judge of the United States Court 
of Appeals for the District of Columbia Circuit, and as such | am a member of 
the Judicial Conference of the United States consisting of the Chief Justice of 
the United States and the chief judges of the eleven judicial circuits. The 
judicial conference, in addition to its responsibility in respect of the fiscal and 
administrative affairs of the United States courts and its duty to supervise and 
direct the work of the Director of the Administrative Office, is required by the 
Congress to make recommendations for legislation respecting the business of the 
courts (28 U.S. C. § 331). 

During the March session of the judicial conference attention was called to a 
provision of H. R. 3298 affecting the manner of disposition in the United States , 
courts of appeals of appeals from certain orders of the Federal Administrator 
under the Federal Food, Drug, and Cosmetic Act. 

I appear in company with Chief Judge John Biggs, Jr., of the United States 
Court of Appeals for the Third Circuit to express the views of the members of the 
judicial conference concerning this provision. 


I 
The purpose of H, R. 3298 2 to provide exemption from certain packaging and 
labeling requirements of the ederal Food, Drug, and Cosmetic Act.? 


The bill further provides, dona (commencing in line 9 of page 2), that if the 


drug is intended for use by man and ‘‘(2) has been found by the Administrator, 
after investigation and opportunity for public hearing, to be unsafe, or ineffective 
for use without the professional diagnosis or supervision of a practitioner licensed 


———— 


1H. R. 3298, a proposed revision of § 503 (b) of the Act, provides, in respect of drugs dispensed by filling 
or refilling a written or oral] prescription ofa practitioner licensed by law to administer such drugs, an exemp- 
tion from certain of the packaging and labeling requirements set forth in section 502 of the act Phose pro- 
ions of § 592 which will not apply to drugs described in the proposed § 593 (b) are to the effect that a drug 
n package form will be deemed misbranded if it is not packaged in compliance with required standards, or 
fit is not prominently labeled with certain required information, including the name and address of the 
inufacturer, packer, or distributor, a statement of the quantity of the contents, a statement that the con- 
ents are habit forming (where such is the case i designation of the drug by its correct name, and directions 
wr the proper use of the drug 
Chose provisions of § 592 +i swale ill continue to apply to drugs described in the proposed § 503 (t ! ) 
the effect that a drug will be de d misbranded if the labeling is false or misleading, if the drug is an imita- 
tion of another drug or offered for ‘oak under the name of another drug, or if the drug is represented as com- 
posed wholly or partly of insulin or certain anti-biotics which in fact have not been properly certified under 


regulations promulgated by the Federal Security Administrator. 
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bylaw * * *’ the exemption from packaging and labeling requirements sha 
apply only if the drug is dispensed upon written prescription of a licensed pract 
tioner or upon oral prescription of such a practitioner which is reduced to writi: 
and filed by the pharmacist, or is dispensed by refilling a prescription if su 
refilling is authorized by the prescriber in the original prescription or by ora 
order and such order is reduced to writing and filed by the pharmacist. T! 
bill apparently contemplates that the Administrator, acting under the clause 
quoted, shall promulgate a list of drugs found by him to be unsafe or ineffectiy 
for use without the professional diagnosis or supervision of a licensed practitioner 
The bill then provides (commencing in line 15 of page 3) that any interest: 
person may file with the Administrator a petition proposing the addition to, 
deletion from, the list of drugs thus promulgated; that the Administrator after 
giving an opportunity for interested persons to present their views on the proposa 
shall make public his action thereon; and that at any time prior to the thirtiet! 
day after such action is made public any interested person may file objections t 
the Administrator’s action and request and receive a public hearing upon suc! 
objections and that thereafter the Administrator shall by order make public h 
action on the objections. 

There then follows in lines 8 to 14 of page 4 of the bill the provision in respect 
of which this statement is presented. It reads as follows: 

*‘An order so issued by the Administrator may, within ninety days after its 
issuance, be appealed by any interested person in accordance with the provision 
prescribed in section 701 (f) and (g) of this Act, except that an appeal from the 
Administrator’s order issued hereunder shall be in the nature of a trial de novo, with- 
out presumptions in favor of either party to such appeal.’ [Italics supplied] 

Section 701 (f) and (g) of the act, together with a related paragraph (e) of the 
same section, contemplates an appear to the United States Court of Appeals for 
the circuit in which the appealing person resides or has his principal place of 
business. 

II 


The requirement of the bill for a de novo trial in a United States court of 
appeals imposes a duty unsuited to the function and facilities of the courts of 
appeals. Such courts have an extremely heavy burden of appellate work. This 
is disposed of by the consideration of printed briefs and records, the hearing of 
oral arguments and the writing and publishing of opinions. The function of the 
courts of appeals, as heretofore prescribed by the Congress, is that of determining 
whether or not the trial tribunals, both administrative agencies and commissions 
and United States District Courts, have conducted their proceedings according 
to law. To require the courts of appeals to hold de novo trials is anomalous 
and would interfere seriously with the due and prompt performance of their 
appellate function. Hearings held under the Federal Food, Drug, and Cosmeti 
Act, involving as they usually do the submission of expert testimony by phar- 
macists and toxicologists, occupy days and sometimes weeks and even months. 


Ii 


It should be further noted that the requirement of H. R. 3298 for an appeal i: 
accordance with the provisions prescribed in section 701 (f) and (g) of the Act 
(which must be read, as above stated, in connection with subparagraph (e) of thi 
same section) is inconsistent with the hearing requirements of the bill, this for 
the reason that the latter make provision only for a presentation of facts at a 
public hearing and publication of the Administrator’s action, whereas section 
701 (f), (g), and (e) contemplate the taking of evidence, the making of a record 
and the filing of findings of fact by the Administrator. 

If the bill should be amended so as to require the making of a record and findings 
of fact by the Administrator and an appeal to a United States court of appeals 
then, it is submitted, the de novo requirement should be eliminated not only for 
the reasons set forth in topic II above, but also because an appeal upon a record 


and findings of fact and the holding of a de novo trial are inconsistent. <A di 
novo trial, as its name implies, means a completely new trial, i. e., one held without 
reference to what has occurred before. It is to be noted further in this connec 


tion that if a record and findings of fact are to be required of the Administrator 
and an appeal to a United States Court of Appeals is also required, then a de novo 
trial is an unnecessary safeguard because where the Congress by statute requires 
an adjudication to be determined on a record after opportunity for agency hearing, 
the Administrative Procedure Act (act of June 11, 1946, 60 Stat. 248, 5 U.S. C. 
1001 et seq.) applies. That act provides in section 10 (e)—(Scope of Review): 
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“So far as necessary to decision and where presented the reviewing court shall 
decide all relevant questions of law, interpret constitutional and statutory pro- 
visions, and determine the meaning or applicability of the terms of any agency 
action. It shall (A) compel agency action unlawfully withheld or unreasonably 
delayed; and (B) hold unlawful and set aside agency action, findings, and con- 
clusions found to be (1) arbitrary, capricious, an abuse of discretion, or otherwise 
not in accordance with law; (2) contrary to constitutional right, power, privilege, 
or immunity; (3) in excess of statutory jurisdiction, authority, or limitations, or 
short of statutory right; (4) without observance of procedure required by law; 
(5) unsupported by substantial evidence in any case subject to the requirements of 
sections 7 and 8 or otherwise reviewed on the record of an agency hearing provided 
by statute; or (6) unwarranted by the facts to the extent that the facts are subject 
to trial de novo by the reviewing court. In making the foregoing determinations 
the court shall review the whole record or such portions thereof as may be cited 
by any party, and due account shall be taken of the rule of prejudicial error.” 

Such a review is an adequate safeguard to the interests both of the Adminis- 
trator and of the appealing parties without the necessity of calling witnesses 
anew and making a new record in the courts of appeals in a de novo trial. Especi- 
ally is this true in view of the recent decision of the Supreme Court in Universal 
Camera Corporation v. National Labor Relatuons Board, No. 40, and in the com- 
panion case of Nationa! Labor Relations Board vy. The Pittsburgh Steamship Com- 
pany, No. 42, both decided February 26, 1951. The essential issue raised in 
these cases was the effect of the Administrative Procedure Act and also of the 
legislation known as the Taft-Hartley Act upon the duties of the United States 
courts of appeals when called upon to review orders of the National Labor Rela- 
tions Board. But the opinions are written in terms sufficiently broad to make 
the rulings of the court applicable to the orders of Federal boards, commissions 
and agencies generally. In the Universal Camera case the court pointed out in 
the introductory portion of its opinion that the earlier concepts of Judicial review 
under the Wagner Act were that the requirements of that act were met when the 
reviewing court could find in the record evidence which, when viewed in isolation, 
substantiated the Board’s findings,? but that criticism of so contracted a reviewing 
power resulted eventually in the enactment of the Administrative Procedure Act, 
and that by that act and under the Taft-Hartley Act the Congress has required 
a different standard for judicial review. The court said: 

“Whether or not it was ever permissible for courts to determine the substan- 
tiality of evidence supporting a Labor Board decision merely on the basis of 
evidence which in and of itself justified it, without taking into account contra- 
dictory evidence or evidence from which conflicting inferences could be drawn, 
the new legislation definitely precludes such a theory of review and bars its practice. 
rhe substantiality of evidence must take into account whatever in the record 
fairly detracts from its weight. This is the clear meaning of the reference in both 
statutes to “the whole record.”’ 

x * * ¥ » * 

“Congress has merely made it clear that a reviewing court is not barred from 
setting aside a Board decision when it cannot conscientiously find that the 
evidence supporting that decision is substantial, when viewed in the light that 
the record in its entirety furnishes, including the body of evidence opposed to 
the Board’s view. 

* * * * * * * 

‘We conclude, therefore, that the Administrative Procedure Act and the Taft- 
Hartley Act direct that courts must now assume more responsibility for the 
reasonableness and fairness of Labor Board decisions than some courts have shown 
in the past. teviewing courts must be influenced by a feeling that they are not 
to abdicate the conventional judicial function. Congress has imposed on them 
responsibility for assuring that the Board keeps within reasonable grounds. 
That responsibility is not less real because it is limited to enforcing the require- 
ment that evidence appear substantial when viewed, on the record as a whole, 
by courts invested with the authority and enjoying the prestige of the courts of 
appeals. The Board’s findings are entitled to respect; but they must nonetheless 
be set aside when the record before a court of appeals clearly precludes the Board’s 
decision from being justified by a fair estimate of the worth of the testimony of 
witnesses or its informed judgment on matters within its special competence or 


both. 
* * * * * . * 





2 The Court referred in this connection to Labor Board v. Waterman Steamship Corp., 309 U. 8. 206; Labor 
Board v. Bradford Dyeing Assn., 310 U. 8. 318; and Labor Board v. Nevada Consolidated Copper Corp., 316 


S. 105, 
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“Whether on the record as a whole there is substantial evidence to support 
agency findings is a question which Congress has placed in the keeping of the 
courts of appeals. This court will intervene only in what ought to be the rare 
instance when the standard appears to have been misapprehended or grossly 
misapplied.” 

IV 


It is to be noted further in respect of the provision of H. R. 3298 under present 
discussion that the requirement of an appeal after the making of a record and 
findings of fact and of a trial de novo seems to be aimed at accomplishing a du 

rocess hearing requisite for adjudicatory action, i. e., a hearing in which eac! 
party shall have opportunity to know of the claims of his opponent, to hear th¢ 
evidence introduced against him, to cross-examine witnesses, to introduce evidence 
in his own behalf and to make argument. There is no doubt that the due process 
clause requirement of such a hearing is applicable to the quasi-judicial proceed 
ings of administrative agencies. Londoner v. Denver, 210 U.S. 373 (1908): Radio 
Commission v. Nelson Bros Co., 289 U. S. 266 (1933); Morgan v. United States 
304 U.S. 1 (1938). But it is equally clear that the hearing requirement of th 
due process clause is pot applicable to such actions of administrative boards o1 
agencies as are taken in the exercise of their rule-making as distinguished fron 
their adjudicatory power. Bowles v. Willingham, 321 U. 8. 503, 519 (1944 
Bi- Metallic Co. v. Colorado, 239 U. 8. 441 (1915); Willapoint Oysters v. Ewing 
174 F. 2d 676, 694 (9th Cir. 1949). The action of an administrative agency i 
adjudicatory in character if it is particular and immediate. It is of rule-making 
character when it is general and future in effect. Louisville & Nashville R. R. Co. \ 
Garrett, 231 U.S. 298, 305 (1913): Prentis v. Atlantic Coast Line , 211 U.S. 210. 226 
(1908). The action of the Administrator made reviewable under H. R. 3298 is 
really rule-making rather than of adjudicatory character. It is action taken ir 
addition to or deleting from a list of drugs promulgated by the Administrator 
under clause (2) of the act quoted at the outset of thisstatement. The promulga- 
tion of a list of drugs found by the Administrator to be unsafe or ineffective for 
use without the professional diagnosis or supervision of a licensed practitioner is 
in legal effect the promulgation df a rule or regulation and the addition to or 
deletion from that list by the Administrator is a modification of a rule or regula 
tion and, therefore, of itself of rule-making character. The Congress can, of 
course, require rules to be made on a record after opportunity for an agency 
hearing, and where it has done so the requirements of sections 7 and 8 of the 
Administrative Procedure Act, which reflect the due process clause hearing 
requirement, are applicable. But in the absence of specific requirement for an 
agency hearing and a record in the promulgation of rules the Congress has pro- 
vided, in the Administrative Procedure Act, that in the exercise of rule-making 
power an agency shall merely ‘“‘afford interested persons an opportunity to partici- 
pate in the rule making through the submission of written data, views, or 
arguments with or without opportunity to present the same orally in any 
manner, * - 

If it is the desire of the Congress to require under H. R. 3298 that the Adminis- 
trator shall make a record and hold a hearing of due process character in acting 
upon objections to proposals to add to or delete from a list of drugs promulgated 
under clause (2) above quoted, then this should be made clear inthe act. If this 
is done, it should be made clear also that there should be no de novo hearing before 
& court of appeals—because to require this would be but a duplication of the 


V 


due process hearing requirement. 
Vv 

It is accordingly recommended that the provision of H. R. 3298 requiring a 
trial de novo in the United States courts of appeals be eliminated and this whether 
the bill is drawn so as to require a due process hearing by the Administrator or 
merely a hearing of rule-making character. Specifically it is reeommended that 
in lines 11 to 14, inclusive, of page 4 of the bill the following words be eliminated 
“except that an appeal from the Administrator’s order issued hereunder shall 
be in the nature of a trial de novo, without presumptions in favor of either party 
to such appeal.” 

The CuatrrmMan. Thank you for appearing, Judge. 

Mr. Wotverton. Judge, in the first place I wish to express on 
behalf of my colleague, Mr. O’Hara, his very deep regret that an 
engagement made it necessary for him to leave this session sooner 
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than he otherwise would have done. He left with me a question that 
he would like me to present to vou. It relates to the statement that 
you have made with respect to de novo trials before Circuit Courts of 
Appeal. He would like to know your views with respect to United 
States district courts being designated instead of the circuit courts of 
appeals. 

Judge SrerPHenNs. I will be glad to express myself on that. I thank 

vou for the question, and I thank Mr. O’ Hara. 
' Of course, it is within the power of Congress to put de novo hearings 
in the district courts. It has done so. There was one instance which 
I mentioned the other day. That was in the case of a ruling of the 
Patent Commissioner involving a refund to issue a patent on a patent 
application. Such rulings may, under the Revised Statutes, section 
4915, be reviewed in a United States district court by the filing of a 
bill in equity. Then there is a so-called de novo hearing. It is a 
sort of a partial review on the record of the Commissioner, and a 
partial de novo hearing in this way: The Commissioner’s record is 
introduced in evidence, but the parties are entitled to call witnesses. 
The Government, representing the Patent Office, ordinarily does not 
call witnesses. 

It is within the power of Congress to put de novo hearings in the 
district courts. As to the advisability of such a measure that is a 
different thing. That is to say, it is possible where adjudicatory 
hearings are desired. ‘There is always, of course, the unsolved consti- 
tutional question as to whether there is power in the circuit court 
of appeals or the district courts as constitutional courts to review 
pure rule-making decisions. That has never yet been determined. 
The Administrative Procedure Act apparently does contemplate some 
sort of a review in the circuit court of appeals as to rule-making action. 

With respect to the advisability of putting the de novo review in 
the United States district courts, | think | ought to say a word, 
because that does affect the business of the courts. I suppose, looking 
back toward the beginning of the development of the administrative 
procedure in this country in the Workmen’s Compensation Acts and 
the Interstate Commerce Act, the Congress could have made and the 
State legislatures could have made, perhaps, a choice of a different 
pathway than they have chosen in respect of adjudicatory action. 

The earliest bills with which I became familiar with reference to 
administrative action were the workmen’s compensation statutes. 
They arose out of the view on the part of the bar, the litigants, the 
courts, and the legislatures that the standards in negligence actions 
were too narrow in respect of industrial accidents. There must have 
been negligence established on the part of the defendant in a negli- 
gence suit, and there were the defenses of fellow servant neglect and 
contributory negligence and assumption of risk. Those defenses grew 
up in a stage of our social development when industry was not wide- 
spread and complex. It came to be felt by the legislatures, the courts, 
and ultimately the Congress, under the Employers’ Liability Act, 
that these standards in negligence actions were too narrow and that 
the doctrine of liability without fault—which is the contrary of the 
old common-law doctrine of liability on fault which underlay the 
negligence rule—that the doctrine of liability without fault ought to 
be adopted and the cost of industrial accidents borne by industry and 
the public, through insurance, so that the burden of industrial 
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accidents should not be borne by the individual but by the community 
at large. 

When that new philosophy developed, legislatures and Congress in 
the Employers’ Liability Act took away from the courts the power to 
determine whether or not an accident was of such nature as occurred 
within the scope of employment and the course of business. Under 
the Workmen’s Compensation Acts, there was put in the hands of th: 
commissions the decision of that issue, so that the commissions took 
over under the early legislation something in the nature of a judicial 
duty. 

That determination could have been left in the courts. 

The investigation of accidents generally, the application of tariffs 
to pay for such accidents, these could have been left to the commis- 
sions, but there could bave been left in the courts the performance of 
the adjudicatory function. 

The same could also have been done under the Interstate Commerce 
Act, as in reparations cases where the shipper is allowed to sue to get 
reparation for an overcharge. Such a suit is in the nature of a judicial! 
proceeding. It could have been put in the first instance in the courts, 
rather than have the Commission act upon it in the first instance with 
review later in the courts. 

But this was not the path which was chosen by the legislatures and 
by the Congress. Congress and the legislatures on the contrary chose 
to put the initial adjudicatory action in commissions on the theory in 
part, perhaps, that it would greatly overburden the courts, but on the 
theory also that the commissions. would develop expertness with ref- 
erence to the adjudicatory aspect of the administrative function. So, 
in the Federal Trade Commission Act and the Securities and Exchange 
Commission Act and the National Labor Relations Act and the Com- 
munications Act the initial hearing—whether it be with reference to 
the issuance of a license or the determination of an unfair labor prac- 
tice question or a question of unfair competition in industry under the 
Federal Trade Commission Act, or of unfair advertising—the initial 
determination of those questions of a quasi judicial nature was left to 
the commissions themselves on the theory that to do otherwise would 
overburden the courts and also on the theory that the commissions i 
developing a body of expert knowledge and a group of expert officials 
would be better able to perform those functions than the courts. ‘Th: 
task left to the courts was one of review and enforcement. 

That has become the pattern. Whether one agrees with it or no! 
one must conclude, { think, that it is too late to break it. With the 
great growth of administrative agencies and the great increase in thy 
complexity of our society, industrially and socially, there is an immens¢ 
need of adjudication of a quasi-judicial nature to deal with our inte: 
related and complex industrial and civic affairs, so that we have had 
to establish these great administrative agencies. We have built them 
up and we have given to them the primary duty of passing upon quas 
judicial matters—issuing licenses, determining fair labor practices and 
fair practices under the Federal Trade Commission Act, and the 
proper issuance of securities under the Securities and Exchange Com 
mission Act, and the like. That having become the pattern, to brea! 
it down and take all this quasi-judicial action and put it back in th 
trial courts, where it perhaps might have been put at the beginning, 
would seem to me to be practically an impossibility. At the present 
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time it would mean quadrupling, perhaps far more, the personnel of 
the courts, if the courts were to take it over. 

If the district courts were to take over ihe quasi-judicial admin- 
istrative duties of the various administrative agencies, the courts 
would be so overwhelmed that they would have to be many times as 
large as they are now. The very large personnel rosters of the various 
agencies and the complexity of the matters with which those agencies 
are concerned clearly demonstrate, I think, that the courts could not 
handle the agency quasi-judicial functions without incurring a tre- 
mendous burden, practically impossible to bear without such an 
expansion of the courts as is not in my view even within the bounds 
of contemplation. 

I am not sure such a step would be a wise thing. I am not sure 
it would have been wise even in the beginning to place all adjudicative 
functions in the courts rather than the administrative agencies because 
it is true that the administrators do build up a body of expert knowl- 
edge. At the beginning they are probably no more expert than the 
rest of us. They are lawyers, and some of them are laymen. They 
acquire their expertness as time goes on. However, they do eventu- 
ally build up over the years a body of knowledge, and they do build 
up, it must be said with respect to most of them, a judicial attitude 
of mind in their hearings, so that they really desire to hold fair hearings 
and to reach a fair and judicial conclusion in their initial adjudicatory 
proceeding. 

It seems to me on the whole that it is better that the initial ad- 
judicatory action should not be put in either the United States 
district courts or in the circuit court of appeals. Certainly it 
should never be put in the latter, because they are courts of review 
and not trial courts. 

Mr. Wotverton. Your views in that respect apply to whether it 
is the circuit court of appeals or the district court? 

Judge SrepHeNs. I am sorry, sir? 

Mr. Wotverrton. I say, your views then are that it would be 
equally inadvisable to place it in the district court or the circuit 
court of appeals? 

Judge SterHens. Yes, sir; that is my view, and I feel sure that it 
would be the view of the entire Judicial Conference of the United 
States. 

I wish to add, if I may, that I am in sympathy with the require- 
ments of Congress in the Administrative Procedure Act, and I am 
sure that all judges in the district courts and circuit courts of appeal 
are fully in sympathy with the requirements of the Congress in the 
Administrative Procedure Act. Wherever we do review the actions 
of the commissions we do so upon the whole record in determining 
whether the administrative ruling is supported by substantial evidence. 

While I had to obey the rule, because I am bound by the decisions 
of the Supreme Court as a circuit judge, I did not at all svmpathize 
with—and I am sure I reflect the view of the whole circuit court of 
appeals when I say we did not at all sympathize with restricted powers 
of review accorded to us by the earlier decisions of the Supreme Court. 
But the Supreme Court has recanted and confessed its error in those 
respects in these two recent cases—the Universal Camera and the 
Pittsbureh cases. And the Congress has also corrected the rule govern- 

ng our scope of review in the Administrative Procedure Act. 
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I think that the litigants in court and the industries of the country 
under the supervision of the Administrators are sufficiently protected 
by the requirements of Congress under the Administrative Procedur: 
Act and by these new decisions of the Supreme Court. I should add 
in answer to Congressman O’Hara’s question in respect of the advis 
ability of putting a review of the Administrator’s orders under H. R. 
3298 in the United States district courts, one further point, to wit: 
That to do so would be undesirable because of the extreme delay that 
this would cause in the administrative-judicial process. This process 
if the review were put in the United States district courts, would in 
clude four steps: (1) The hearing before the Administrator; (2) review 
in a district court; (3) appeal to a United States court of appeals; and 
(4) possible review in the Supreme Court on certiorari. 

I would answer your question, Congressman Wolverton, by saying 
I think it would be unwise from the standpoint of business of th 
country to put review of proceedings of the Administrators in the 
United States district courts, and it would be unthinkable to put it 
in the circuit court of appeals. 

Mr. Wotverton. I am personally of the opinion that you have 
given very substantial reasons for the conclusions you have reached 
both with respect to the circuit court of appeals and the district courts. 
I am inclined to believe that the recent decisions of the Supreme 
Court, to which you have referred, the Universal Camera case and the 
Pittsburgh case, go a long way toward removing many of the argu- 
ments that I have heard presented before this committee many, many, 
many times in hearings on legislation that has been before us with 
respect to the necessity of a trial de novo. I am in full accord with 
the views you have expressed that with that expansion of review, as 
outlined by the Supreme Court. It will prove most helpful. 

I am also impressed with the fact that the adjudicatory powers 
that have been assigned by State legislatures, as well as by the 
Congress, to these different regulatory commissions, has become so 
general and has become so great a part of our system that it would be 
difficult to justify in a particular instance why there should be a 
deviation from the general practice at the present time. 

I think the importance of this has been recognized, if I may make a 
personal reference, by Chief Justice Vanderbilt of the New Jerse) 
Supreme Court, whom you probably know as a former president of the 
American Bar Association, and of the work that he has done and the 
interest he has taken over a period of years in developing administra- 
tive procedure before the different commissions, both State and Federal 

That is all lL have to say. Weare glad to have your opinion, and | 
am certain that if Mr. O'Hara were here he would appreciate the 
importance of your statement. 

Judge SterpHEeNs. Thank you, sir. I would like to add just this, 
before I close: I can assure you that the circuit courts of appeals of this 
country, who are the courts of last resort in the Federal system except 
in the few cases that go to the Supre me Court, feel a very real responsi- 
bility in dealing with these Commission appeals. We feel the same 
responsibility we do in reviewing the decisions of the U a States 
district courts, to see to it that the litigants have had a fair hearing 
and that the Administrator’s findings are supported by substantial 
evidence and are not arbitrary. 
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I might remind you that in the Administrative Procedure Act 
passed by this Congress, in the review section it has been made 
necessary for the circuit courts of appeals to go as far as this: You 
have said to us: 

So far as necessary to decision and where presented the reviewing court shall 
decide all relevant questions of law, interpret constitutional and statutory pro- 
visions, and determine the meaning or applicability of the terms of any agency 
action. It shall (A) compel agency action unlawfully withheld or unreasonably 
delayed; and (B) hold unlawful and set aside agency action, findings, and conclu- 
sions found to be (1) arbitrary, capricious, an abuse of discretion, or otherwise not 
in accordance with law; (2) contrary to constitutional right, power, privilege, or 
immunity; (3) in excess of statutory jurisdiction, authority, or limitations, or 
short of statutory right; (4) without observance of procedure required by law; (5) 
unsupported by substantial evidence. 
viewed on the whole record. So we do have, imposed by you, a 
solemn responsibility, and I assure you we discharge it with delibera- 
tion and pains. 

I thank vou very much for your attention. Before I close may I 
express the regret of my colleague, Judge Biggs of the Third Circuit 
Court of Appeals, at not being able to be here today. Chief Justice 
Vinson asked both of us to come to be of assistance to the committee. 
Judge Biggs was unavoidably detained by judicial duties. He is 
familiar with my views. He has read my statement and participates 
in it. 

The CHarrMan. We appreciate your statement. 

Mr. Do.utver. Mr. Chairman? 

The Cuarrman. Mr. Dolliver. 

Mr. Doutiver. I just want to clear up one point of perhaps a mis- 
understanding in my mind. Actually what you are saying here is 
that you are not in favor of a trial de novo either in the district court 
or in the circuit court of appeals. 

Judge SrerHeNs. That is right, sir. 

Mr. Douuiver. But you have no particular objection to a review? 

Judge SrerHENsS. Not at all. 

Mr. Douutver. You think that would be a proper procedure, to 
review the decision of this or any other administrative group? 

Judge Srerpuens. Of course that is a matter of congressional policy, 
but since you asked me I would be glad to answer you frankly. 

Mr. Do.utver. I would like to have you do so. 

Judge SrerHENs. I think that the ultimate orders of all adminis- 
trators ought to be subject to judicial review. 

Mr. Douutver. Would you say that they should go to the district 
court or to the circuit court of appeals? 

Judge SrrpHeEns. I think that the pattern already established by 
Congress of having the Administrator hold a hearing, if his action is 
adjudicatory or of a quasi judicial character, having him hold a hear- 
ing and make a record and take evidence and make findings of fact, 
and then having the review go immediately to the circuit court of 
appeals, just as the district court decisions go to the circuit court of 
appeals, is sufficient. 

Mr. Douutver. In other words the record would be made by the 
administrator for review by the circuit court of appeals? 

Judge SrerHens. That is right. 

Mr. Douurver. Thank you. That is all. 


84416——51 15 
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Mr. Cariyie. Mr. Chairman? 

The CHarrmMan. Mr. Carlyle. 

Mr. Cartye. Judge Stephens, a jury trial is never allowed in th: 
circuit court of appeals, is it? 

Judge SrerHENs. I have never heard of one, sir. It is anomalous 
to have any trial in the circuit court of appeals. 

There is a minor exception, to be quite explicit. Sometimes when 
a particular type of case comes into the circuit court of appeals 
pendente lite relief must be allowed. It is extremely rare, but, for 
example, in the Circuit Court of Appeals for the District of Columbia 
Circuit, of which I am the chief judge, because Congress has th: 
power to legislate for the District as well as the country generally, 
we have all the power of a circuit court of appeals and also the power 
of the common law courts, because there are no State courts. We 
perform both functions. Therefore, we get cases such as a divorce 
appeal, from the United States district court, which also has both 
common law and the Federal functions, in the circuit court of appeals. 
If such an appeal reached us, there might be an application to the 
court of appeals for support money for the wife pending the appeal 
We would have to act upon it. In that event we might have to receive 
some evidence in the form of affidavits. That is as close as we ever 
get to a trial, except in a contempt proceeding originating in a court 
of appeals, and that is a rare occurrence. 

Mr. Cartyte. If a trial de novo should be written into this statute 
where would the jury come from? 

Judge SrepHens. It is not understandable where it would come 
from. 

I think I ought to preface my answer by saying this: The action of 
the Administrator under this bill is not, I think, in the nature of action 
in a criminal proceeding. It is true, of course, that the violation of 
the Food, Drug and Cosmetic Act may be followed by criminal 
prosecution, er so far as the Administrator’s action under this bill 
is concerned, it is not in the nature of a criminal proceeding, and 
therefore, a “a would ordinarily not be contemplated at all. But 
if the jury were required I do not know where we would get it. We 
have no witness facilities. We have no court reporter. It is utterly 
an anomalous proposition to have a de novo trial in the usual sense 
of that term in a circuit court of appeals. 

Mr. Cartyte. You do not have a jury box. 

Judge Strraens. We have no jury box. We have no witness chair. 
We sit and listen to arguments. We read records and we read briefs 
and we write opinions. 

Perhaps I should say that both Mr. Waller, the attorney for the 
Retail Druggists Association, whom I have been told is one of the 
proponents of this Act, and Mr. Goodrich, one of the counsel for the 
Administrator, have indicated to me that they have no interest at all 
in the de novo provision in the circuit court of appeals. I think Mr. 
Ewing in his statement made a similar declaration. 

I am sorry to have taken so much of your time, gentlemen, but from 
the standpoint of the Judicial Conference of the United States it is 
extremely important that we do not have a precedent established by 
Congress of having trials in the circuit courts of appeals. 
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The CHarRMAN. We appreciate vour statement. 

Mr. Hesetton. May I ask one question? 

Judge STEPHENS. Yes, sir. 

Mr. Hesetron. It is my recollection, Judge, that you said the other 
day the Universal Camera case was an unanimous opinion. 

Judge SrerHENs. I believe so. I have it here. 

Mr. Hesetton. In view of the importance of the decision I did 
want this fact in this record. 

Judge StePpHENS. Yes; Congressman Heselton. It is the unani- 
mous opinion in the subject with which we are now dealing. There 
was a separate opinion by Mr. Justice Black and Mr. Justice Douglas 
on one aspect of the case, but it does not have to do with the subject 
we are now discussing. 

Mr. Heseiton. Thank vou. 

The CuarrMan. Thank you, Judge, for your fine presentation. 

Judge SrerHens. Thank you, gentlemen, for the privilege of 
coming here. 

The Cnarrman. The committee will stand adjourned until further 
order of the Chair. 

Mr. Wotverton. The witness who preceded Judge Stephens 
stepped aside after his statement without opportunity for the com- 
mittee to question him. I am wondering whether any members 
desire to do so. 

The Cuarrman. If there are no questions, this will conclude the 
hearings on this bill. 

Mr. Wotvertron. Mr. Chairman, I would request that Mr. 
Fischelis be allowed to submit for the record certain material which 
has a bearing upon the bill. I understood he had made the request 
when he gave his testimony. I assume he will have the right to do so. 
I ask that it be granted. I have had an opportunity to look over it, 
and it is very important material. 

The CuatrMan. That will be allowed. 

(The information referred to appears on p. 132.) 

Mr. Have. Mr. Chairman, I have a very brief letter here from 
Pierce’s Proprietaries, Inc., in reference to this bill, which is succinct 
and helpful. I would like to have unanimous consent to include it in 
the record. 

The CHarrMaNn. That will be all right. 

(The letter is as follows:) 


Prerce’s PROPRIETARIES, INC., 
Buffalo 11, N. Y., May 2, 1951. 
te: Durham bill, H. R. 3298. 
tepresentative ROBERT HALE, 
House Office Building, Washington, D. C 
Dear Mr. Hare: H. R. 3298 by Mr. Durham would authorize the Food and 
Drug Administration to place practically any drug on the list that must be sold 


only on prescription. The Food and Drug Administration should not have 
this life-and-death power to prevent drugs from being sold over the counter to 
consumers, and this authority isn’t necessary. The present food and drug law 


adequately protects the consumer and I urge you to oppose the Durham bill and 
particularly this provision. 
Sincerely vours, 


R. V. Prerce, President. 
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The CHatrMan. This will conclude the hearings on this bill. 
(The following matter was submitted for the record :) 


AMERICAN Mepicat ASSOCIATION, 
Chicago, May 8, 1951. 
Hon. Ropertr Crosser, 
Chairman, Committee on Interstate and Foreign Commerce, 
House of Representatives, Washington, D. C. 

DEAR Sir: | am informed that the House Committee on Interstate and Foreig: 
Commerce desires an expression of opinion from the American Medical Associa 
tion concerning H. R. 3298, a bill introduced by Congressman Durham, to amend 
section 503 (b) of the Federal Food, Drug, and Cosmetie Act. 

This bill has been given consideration by our committee on legislation. 
members of the committee feel that the proposed legislation has implications not 
readily apparent and for that reason the committee, at its recent meeting, de- 
ferred action pending further study. It is expected that the committee will 
again consider the bill at a meeting to be held at Atlantic City, June 13. 

Yours truly, 


Some 


Ernest B. Howarp 


SUPPLEMENTAL STATEMENT OF HERMAN S. WALLER, LEGAL COUNSEL FOR THI 
NATIONAL ASSOCIATION OF RETAIL DRruGGisTs 


The principal proponents of H. R. 3298 are the 35,000 members of the Nationa! 
Association of Retail Druggists. Every one is an independent owner of one or 
more drug stores. Together they employ about 70,000 pharmacists. Th: 
N. A. R. D. was mandated in convention assembled on two occasions io seek a 
solution of Federal restrictions on prescriptions through legislation. Hence th 
reason the N. A. R. D. appeared before the Committee on Interstate and Foreign 
Commerce in support of H, R. 3298. 

Because of the confusing statements and issues raised by the opponents to this 
measure, we feel impelled to make this supplemental statement to the committee, 
in order to clarify and reveal the real issues involved, so that the commiitee may 
be thoroughly apprised of the existing problem H. R. 3298 seeks to solve. 


I 


First and foremost, the opponents tried to infuse a scare in the minds of the 
committee by the remarks made by Mr. Charles W. Dunn, who represents the 
American Pharmaceutical Manufaciurers’ Association, in his prepared statement 
(p. 172 of the record) he said: ‘‘The third objection to the administrative authority 
is that it is certain to increase the cost of medical care to an important extent that 
cannot be measured now; for this authority is bound to be progressively exercised; 
it can only be exercised to convert nonprescription drugs into more expensive 
prescription ones, and there is a wide area for this marginal exercise, which is open 
for infinite Government exploration. And I may say that the members of the 
National Association of Retail Druggists will be very much interested to cooperate 
with the FDA in the extension of this prescription-drug law to place more drugs 
on a prescription basis, where there is @ greater profit to them.” 

Representative Charles W. Wolverton of New Jersey was justifiably appre- 
hensive of this statement when he said in a question put to Mr. Dunn, as well as 
to other witnesses, ‘‘Now, I was impressed with the point that you were making 
with respect to this increasing necessity for prescriptions, which would add to 
the cost, to the consumer patient.” 

Analysis of H. R. 3298 clearly and unequivocally shows that each provision 
thereof, on the contrary, aims directly at reducing and eliminating in a large 
area, the need for a doctor’s prescription for the sale of many well-known house- 
hold remedies. The present law requires a written prescription each time a 
prescription for these simple remedies is refilled. H. R. 3298 would repeal this 
requirement. 

H. R. 3298 will decrease the necessity for prescriptions and thereby decrease 
the cost of medical care. 

First, H. R. 3298 amends the present law to permit the druggist to dispense 
drugs upon a prescription if phoned in by the physician. This not only obviates 
the inconvenience to the patient and physician, but affords quicker and more 


adequate service to the sick. It materially reduces the cost of the medication 
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by eliminating the expense entailed in calling for the prescription from the 
patient’s house. This provision will also permit the doctor to tell the patient to 
purchase a certain drug or compound without the need of writing a prescription 
for it. 

Second; H. R. 3298 will also so amend the present law as to permit the druggist 
to refill a prescription without consulting the doctor if the prescription called for 
drugs which are not specifically restricted to be dispensed on prescription only. 
And even if the drug is restricted to prescription sale only, the proposed measure 
specifically provides that the druggist may dispense the drugs upon the oral author- 
ity of the doctor, providing the druggist himself reduces such authority to writing 
and files it. In each instance under this provision, the only aim and purpose of the 
proponents of the measure is to reduce to an absolute minimum the need for a 
doctor’s prescription when such is not necessary for the protection of the public 
health, a practice which will materially reduce the cost of medication, and afford 
more adequate service to the public by the medical and pharmaceutical professions. 

Third; H. R. 3298 further reduces the requirements for a doctor’s prescription, 
since it provides a means of limiting the number of drugs to be sold on prescrip- 
tion only. It authorizes a legally constituted governmental agency to select the 
list of drugs to be so restricted. And as a further public protection the provision 
imits the selection of the list so restricted to those drugs which are habit forming, 
and those drugs which, after investigation and an opportunity fora public hearing, 
have been declared to be unsafe or ineffective for use without the diagnosis and 
supervision of a licensed practitioner. 

Fourth; H. R. 3298, to further carry out the aims and purposes of reducing the 
cost of medical care, also provides on page 3 in lines 3 to 6, inclusive, authority 
for the Administrator of the law to relieve from restrictions the sale of drugs 
upon a doctor’s prescription even though such drugs may be habit forming or 
new drugs when dispensed in small dosages when a prescription is not necessary 
for the protection of the public health. 

Fifth, another vivid and real demonstration that the aim of the proponents, 
the retail druggists, in urging the passage of H. R. 3298 is not, as is asserted, to 
increase medical costs, but instead to reduce the costs, is evidenced by their oppo- 
sition to the suggestion that the measure provides that an oral prescription or a@ 
refill for a restricted drug be confirmed within 72 hours by the doctor’s written 
onfirmatior This objection on the part of the proponents rests not only on 

» fact that such a provision will serve no practical purpose or public good, but 
primarily also because such a requirement would without purpose and public 
benefit increase the cost of getting a written confirmation of a prescription for 
medication which has already been dispensed and probably has served its purpose. 
This cost of getting a written prescription to confirm on oral authority to dis- 
pense the drugs would further be augmented by the additional cost reflected in 
the expense incurred by the druggist chasing such confirmations, as well as the 
added cost of unnecessary re cordkeeping. 

As was aptly stated by Mr. Warnack, a retail druggist from Los Angeles, a 
vitness in behalf of the measure (on pp. 80 and 81 of the transcript), in reply to 
Representative O’Hara’s question 

“Mr. O’Hara. With reference to the suggestion that has been made that the 
loctor, within 72 hours, confirm the telephone prescription, what are your com- 
ments on that? Is that too long a time, or what is vour thought on that? 

“Mr. Warnack. My comment on that is that it is too long a time; that any 
requirement for a written confirmation is unnecessary and serves no useful pur- 
pose. As a matter of fact, if the prescription is bona fide, and there is every 
reason to believe that it would be, confirmation would serve no useful purpose. 
If there was fraud, 24 hours, 48 hours, or 72 hours would be too late to do any 
good, and if there was any possibility for fraud one could not get confirmation.” 

Again on pages 93 and 94 of the transcript, of interest is Mr. Warnack’s reply 
to Representative Williams’ question. 

“Mr. Witurams. Mr. Warnack, perhaps I might be a little biased in my con- 
sideration of this legislation; I have a little personal or selfish interest in it, being 
he son of an old-time druggist. 

“In regard to what the gentleman from Minnesota (Mr. O’Hara) asked you a 
few minutes ago about the 72-hour provision on taking prescriptions over the 

ephone from doctors, I think possibly you might clear that up for him if vou 

muld tell him that the fraudulency of a prescription given over the telephone 
vould be immediately suspected by the druggist, would it not, because of the very 
iake-up of the drugs which would be ordered? In other words, if a person was 


oing to order a prescription fraudulently, he would include some narcotics, 
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such as barbiturates or something like that, normally in his request, would | 
not, whereas if it was just for a harmless tonic, there would be no reason why t 
druggist should not fill it. 

“Mr. Warnack. That is true. I do not think there is any reason why 1 
druggist should not fill any request of the physician if he uses the proper care a: 
consideration in accepting it and translating it in the proper terms. The druggi 
knows the doctor’s language and it would be very difficult for a person to attem; 
to speak fraudulently in that language without the druggist being able to det« 
it. There is something fishy or something wrong about it. 

“Mr. WinturaMs. As for getting a confirmation in writing from the doctor 
think you will agree with me when I say that is virtually impossible nowadays 

“Mr. Warnacek. It is quite difficult to do. As I said before, I cannot see h: 
it would serve any useful or practical purpose.’’ 

In this connection it is important for this committee to understand that p: 
fessionally as well as legally, the retail druggist is primarily responsible, in ever 
detail, when he dispenses drugs on a doctor’s prescription—this whether it 
confirmed or not. Also that confirmation will not cure errors, nor void fraud 
and accordingly will serve no purpose. The druggists are willing, as they ha 
been in the past, to assume and retain their professional and legal responsibiliti 
in dispensing drugs on prescription, provided, however, their responsibilities a 
clearly defined, as is sought to be accomplished by amending the present law | 
H. R. 3298. 

In the face of these glaring facts, it is hard to understand how anyone cou 
sincerely and logically maintain that this measure seeks to increase the cost 
medical care by converting nonprescription drugs into more expensive on 
Nor can we understand the logic and the purpose of the statement by Mr. Du: 
that the members of the National Association of Retail Druggists will be ver 
much interested in extending the list of drugs to be sold on prescription o1 
when, as a matter of fact, the retail druggists’ chief complaint and grievar 
under the present law is that there are already too many simple and safe dn 
without reason or purpose restricted to sale on prescription only. As this witn 
for the proponents in his original prepared statement to the committee, deali: 
with the present promiscuous and unwarranted restrictions of simple drugs a1 
compounds to sale upon prescription only, emphatically stated (p. 4, top of pa 
of prepared statement 

“In effect and in practice here is what this prescription legend regulatio 
brought about. Manufacturers, large and small, distributing any kind of a drug 
no matier how simple or how potent, for any reason or no reason at all, pr 
miscuously labeled their products with the prescription legend, thereby relievir 
themselves from the liability of proper and adequate labeling as is required by t! 
act, passing on this liability and burden to the retail druggists. By this proce 
of uncontrolled and promiscuous use of the prescription legend label, many simp 
drugs were thereby restricted to sale upon a physician’s prescription only, wi 
the consequent results of increased costs of medical care, much confusion amo: 
the retail druggists because the same product coming from different manufacturers 
may or may not carry the prescription-legend restriction.”’ 

In the second paragraph on the same page of the prepared statement I state 

“Moreover this uncontrolled, promiscuous, and unjustifiable restrictive meth: 
of labeling confused, inconvenienced, and harassed the public as well as impedir 
the medical and pharmaceutical professions in serving them more effectively a 
more economically.” 

This charge was substantiated not only by mere statements, but by dozens 
exhibits, proving without a doubt thai the aim and purpose of proponenis of t 
measure is to so amend the present act as to enable them to serve the public w 
medicaments, more economically and more efficiently. 

In further support of the proponents’ aim and assertion that H. R. 3298 
decrease the cosi of medical care, your attention is directed to the questions 
Representative Wolverton and the answers of Mr. Warnack, a practicing pharn 
cist, appearing as a proponent of this measure (pp. 88 and 93, both inclusive), a 
the material contained on page 217 of the record, in which Mr. Wolverton ask: 
Mr. Larrick, an Associate Commissioner of the Food and Drug Act, this quesiio: 

“Mr. WoLvertToON. Would this legislation increase the necessity for obtail 
prescriptions? 

“Mr. Larrick. My own view is that it would not * * * Now, in! 
opinion, the ultimate effect of this list would be to require directions for us¢ 
many items which now bear the prescription legend. I can’t see into the fut 
with enough certainty te know precisely what would happen, but I do not agr 
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or believe, as Mr. Dunn appears to believe, that the net effect of this would be 
to increase prescription practice * * *. I honestly think that this bill would 
accomplish the objective that you so succinctly stated this morning when you 
said that you wanted a bill which will protect the public health fully, but which 
will not unnecessarily burden the patient and will not unnecessarily add to the 
cost of his medical care. To some extent, that is a matter of opinion, but that 
is our honest effort.” 

We believe that enough has been clearly shown to resolve without any doubt, 
that the innuendos to the effect that this bill will raise the costs of medical care 
are intended for no other purpose than to confuse and mask the issues involved, 
and to detract from the real aim of this measure. 


I] 


Secondly, and probably just as illogically, the opponents of H. R. 3298 have 
njected in their testimony before this committee, the bugaboo that this measure 
will lead to socialized medicine. We just cannot understand the basis nor the 
logie for such conclusion. Socialized medicine, as it is generally understood and 
practiced, is a procedure whereby the Government furnishes its citizens with 
medical care without cost, the cost being defrayed by a special or general over-all 
tax. If anything, the reverse premise is a more logical and reasonable conclusion. 

Is it not strange that the patent medicine manufacturers and not the physicians 
of this country raise the cry of “‘socialized medicine’’? 

If this measure, as was conclusively pointed out, accomplishes the aims of its 
proponents—namely, to reduce the cost of medication and thereby enable the 
medical and pharmaceutical professions to serve the public more effectively and 
more economically—the need for socialization of medical care will become un- 
necessary and impractical. If reducing the cost of medical care, as is sought to 
be accomplished by H. R. 3298, be socialized medicine, the proponents of this 
measure emphatically say, let’s have it, no matter what else the opponents may 
term such an effort. 

For the edification of this committee, let it, however, be emphatically under- 
stood that the members of the National Association of Retail Druggists, the pro- 
ponents of this measure, on more than one occasion in convention assembled, have, 
by a unanimous resolution, recorded their opposition to socialized medicine, as it 
is now understood and practiced in England under a socialistic form of government. 
Also that the members of this association, representing the great majority of 
retail druggists of the country, have twice by resolution unanimously adopted and 
approved the provisions of H. R. 3298, as a means of clarifying the provisions of 
the present law as enacted in 1938, in order to better enable them to safeguard 
the public interest and serve it more adequately and more economically. 


ITI 


Thirdly, the opponents of H. R. 3298, in one form or another, assert without 
explanation that this measure is unnecessary for the reason, as is alleged by them, 
that the Administrator of the act under the present law may by regulation solve 
the problems sought to be corrected by this measure. 

The chief advocate of this erroneous argument is the American Pharmaceutical 
Association. 

Mr. Robert P. Fischelis, secretary of the American Pharmaceutical Association, 

the statement he submitted to the Committee on Interstate and Foreign 
Commerce, tried to leave the impression that the American Pharmaceutical 
Association is a spokesman of the druggists of the United States. Accordingly, 
t is important to explain that the American Pharmaceutical has a conglomerate 
membership. Mr. Fischelis revealed the status of the membership in the state- 
ment he submitted to you. We quote him as follows: 

“Its members practice their profession in retail establishments, in hospitals, 

manufacturing laboratories, in colleges of pharmacy, in the medical facilities 

the Armed Forces, the Public Health Service, research institutions, and other 
aces requiring professional pharmaceutical services.” 

The official records show that only about 14,000 pharmacists are active mem- 
bers of the American Pharmaceutical Association and only a fraction of them 

re proprietors of drug stores or employees who deal with the public. 

It is obvious from these facts that the American Pharmaceutical Associat 

nnot speak for the drug store owners of the country . 4 * and it 

in any sense represent them. The National Association of Retail Druggi 
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is the only organization that is in a position to serve as the spokesman of t! 
proprietors of the independent drug stores Nation-wide. 

Mr. Fischelis also tried to leave with the committee the impression that th« 
American Pharmaceutical Association represents the druggists of the countr 
because the State pharmaceutical associations are affiliated with his associatio 
As a matter of fact, State, city, metropolitan, and county pharmaceutical ass 
ciations throughout the United States are also affiliated with the National Ass 
ciation of Retail Druggists. Representatives of each of these local groups w 
are also members of the National Association of Retail Druggists, have on ty 
separate annual occasions, in convention assembled, by a unanimous resoluti 
mandated the National Association of Retail Druggists to seek a solution of t 
Federal restrictions dealing with prescriptions and the sale of simple househ 
remedies which are unnecessarily restricted to sale by prescription via the 
called prescription legend. However, Mr. Fischelis in reply to a question by 
member of this committee, upon what authoritv he makes his representatio 
answered that his authority is based upon the action of the council of his as 
ciation. 

In behalf of the vast majority of the druggists, we disagree with the premi 
of the American Pharmaceutical Association. First, because of the very empha 
statement of Mr. Osear Ewing, the Administrator of t Federal Security Ager 
in charge of the enforcement of FDC Act (as is pointed out on p. 18 of 
record) when speaking of this problem said: 

“Frankly, I feel very strongly that this is a question that should be dealt w 
by legislation rather than by regulation of the Administrator. I feel that 
two reasons. In the first place, | am sure that under the law the Administrat 
lone; and secondly, I feel that t! 
legislation and not | 


cannot do some of the things that ought to be « 
is so far-reaching that it is important that it be done by 
regulation of the Administrator.”’ 

The Administrator went on further to say on the same page: 

“On the other hand, some of the things that we are authorized to do, I thi 
could be done better bv legislation.’’ 

Moreover, it is clear that the act, in section 503 (b), by its very phraseolo 
plainly provides that only a written prescription signed by the prescriber 
exempt from certain labeling provisions of the act Also that aecording to a 
justifiable interpretation of that provision of the present law, Dr. Paul Dunbar 
the FDC Commissioner, declared that a refill of such a prescription must likew 
be authorized bv the prescriber in w riting. That a sale of drugs which were o 
the subject matter of a prescription, without the written authority of the doct« 
is in fact a sale of the drugs over the counter and must bear such labeling infor 
mation as is required by the act. With this conclusion few can reasonab 
disagree. 

No regulation, however written, can change the plain import of the words co 
tained in the law as far as it may deal with oral prescriptions and refills thereof 
Also equally as important for the public good, we mention that no ruling can so 

y »] 


; + 


the present prescription legend labeling abuses without a clear authority fror 
Congress, as is provided in H. R. 3298. nd finally, no regulation could reli 
the pharmacist from the responsibility of placing warnings on prescription pa 
ages, contrary to his ethics in dealing with physicians 

Of particular interest in this connection is the concern of certain members 
the committee as is reflected by their questions to Mr. Ewing 


First, on page 36 of this record—question by Representative Heller 

“Mr. Hy LLER. | see, We shall get those vie ws late « Just one more th 
You made the general statement that the Government should only act w! 
necessary. What conditions exist that make action on the part of the Congr 


necessary for the passage of this b 
“Mr. Ew1na. I feel that the present law is ambiguous to a certain extent; ! 
instance, those warnings under the law that the pharmacist has to pu 


“119 
Lil! 


bottle, even though it is dispensed on the prescription of a doctor. 

is an unnecessary thing. I think that this legislation, if it is adopt 

suggested here, would eliminate this twilight zone We have been in our re 

tions trying to get a definition; we have proposed a definition of what we 

drugs that would require a prescription and those that do not; and work as 
10t satisfied or happy with that defi I think that thi 


may, we are inition, 
that would make that whole proced 


re } 
ferring to H. R. 3298) provides machinery 
much better and eliminate the so-called twilight ZOMN 
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Second, quoting from page 51 of the record—a question by Representative 
Harris: 

“Mr. Harris. In carrying out the orders of the doctor, there is a vast responsi- 
bility on the druggist, is there not? 

“Mr. Ew1na. Oh, thoroughly—to properly label it in accordance with the 
prescription, and all that. 

“Mr. Harris. As I understand it, you are endeavoring here to relieve the 
pharmacist of some of the labeling responsibilities. 

“Mr. Ewina. Yes, you are quite right. But the point of it is, that under the 
existing regulations we have a definition where a drug can be dispensed on a 
prescription if such a drug or device, because of its toxicity or other potentiality 
for harmful effect, or the method of its use, or the collateral measures necessary 
to its use, if not generally recognized among experts qualified by scientific training 
and experience to evaluate its safety and efficacy as safe and efficacious for use ex- 
cept by or under the supervision of a physician, dentist, or veterinarian. 

“If that does not leave a whale of a twilight zone, I do not know what does, 
That is why we do not like that definition given there at all; yet it is probably 
as good as we can get. 

“Mr. Harris. I thoroughly agree with vou. If the Administrator cannot 
understand what the law means, then I do not see how you can expect the public 
to 

“Mr. Ewrna. I did not make this law myself.”’ 

All of which clearly supports the proponents’ position that the confusion, 
uncertainty and ambiguity created by enforcing the provisions of the present Food, 
Drug and Cosmetic Act cannot be obviated by a regulation of the Administrator, 
and that only an amendment to the act, such as is reflected by the provisions of 
H. R. 3298 will serve to solve the problems experience has revealed. 

It is because of this uncertainty in interpreting the provisions of the present 
law, even by so-called experts, that prompted this witness, in behalf of the retail 
druggists of the country to make the assertion in his prepared statement: 

“It is signifanct, too, that the proponents of this bill, the pharmacists of the 
country, do not, for themselves, seek any special privileges nor any exemption 
: * All they ask, as is simply provided in the bill before you for consider- 
ation, is that the present provisions of the act with regard to the labeling require- 
ments be modified so as to promote uniformity in labeling, to afford proper 
compliance, to provide an authorized means of standardizing the present promiscu- 
ous and inconsistent labeling restrictions engaged in by numerous and varied 


persons or groups, and generally to enable them to better serve the public.” 


IV 


Fourth, the opponents of H. R. 3298 further and vehemently contend that this 
measure will vest in the Government significant bureaucratic control of the drug 
industry and the medical profession. However, this assertion, when exposed to 
an analysis of the existing facts, and experiences, is likewise without merit or logic. 
From an analysis of the testimony this assertion seems to be directed only to that 
provision of H. R. 3298 which authorizes the Administrator to list the type of 
drugs which, for the protection of the public health, ought to be restricted to sale 
on prescription only. 

Analvze, if you will, the provisions of H. R. 3298 in that respect in the light of 
public health and welfare: 

1. The measure provides (p. 2, lines 10 and 11) that habit-forming drugs shall 
be dispensed upon prescription only. Can anyone conscientiously maintain 
that it ought not beso? Moreover by section 502 (d) the act already so provides. 
This measure makes no significant change in this respect, except when on pages 3 
to 6, inclusive, it provides that, ‘“‘The Administrator may be regulation remove 
drugs subject to section 502 (d) and section 505 from the provisions of this sub- 
section when such requirements are not necessary for the protection of the public 
health.’”’ No one reasonably will quarrel with this provision, a provision, by the 
wav, which was inserted by the proponents of this measure to obviate the need 
for getting a doctor’s prescription, thereby reducing the cost of medication for a 
compound containing such drugs when such requirements are not necessary for 
the protection of the public health. 

2. The measure provides (p. 2, lines 17 to 19, inclusive) that if the drug is a 
new drug and its effective application under section 505 limits its use under the 
professional supervision of a practitioner licensed by law, shall continue to carry 
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such restriction. This the present law already so provides. H. R. 3298 mak 
no significant changes except as is provided in the provision contained on page 3, 
lines 3 to 6, inclusive, to permit sales without a prescription when such require- 
ments are not necessary for the protection of the public health. 

With this provision of H. R. 3298 the opponents likewise can find no quarrel, 
because it is proper and just as is borne out by experience that such precautions 
are necessary for the protection of the publie welfare. 

So far even the opponents of this measure seem to raise no serious objection. 
The strenuous objection, however, is evidently aimed at that provision of H. R 
3298 which provides (p. 2, lines 12 to 16) that a drug be restricted to sale by pre- 
scription only if the drug— 

**(2) has been found by the Administrator, after investigation and oppor- 
tunity for public hearing, to be unsafe or ineffective for use without the pro- 
fessional diagnosis or supervision of a practitioner licensed by law.” 

No one with reason will dare maintain that drugs which are unsafe or ineffectiv: 
for use without professional diagnosis or supervision of a licensed practitioner 
should be placed in the hands of a layman for unsupervised use. The very aim 
purpose, and philosophy of the Food, Drug, and Cosmetics Act, as enacted in 1938, 
was to curb this practice as it then existed. 

It is, therefore, conclusively apparent, and without argument to the contrary, 
that drugs that are unsafe or ineffective without medical supervision ought not 
to be permitted to be sold without some definite, clearly recognizable, and legal 
restriction. 

The objection, therefore, must resolve itself to the single issue—namely, who 
should choose the drugs to be so restricted. For nearly 12 years, since the enact 
ment of the present FDC Act, the manufacturers have chosen which drugs are to 
be regarded as unsafe or ineffective and restricted to sale by prescription only by 
using the so-called prescription legend label which reads: ‘‘Caution: To be dis 
pensed only by or on the prescription of a physician, dentist, or veterinarian, or 
otherwise used only for manufacturing purposes.’”’ The proponents in their 
testimony have clearly and profusely demonstrated to this committee by dozens 
of exhibits and practical experiences, the confusion, the ambiguities, and the laxity 
the prevailing practice has brought about, not only to the detriment of the public, 
but even to the inconvenience and the disrepute to the pharmaceutical profession 
engaged in the distribution of drugs and drug devices. 

The practice as is now followed with respect to the choice of drugs to be re- 
stricted, permits every Tom, Dick, and Harry to so label a drug or device as 
would permit him to say or create the condition or situation when a person who 
distributes such a drug may be branded a violater of the law and subject him to 
the penalties provided: namely, 1 year in jail and/or $1,000 fine. In other 
words, as it is now, the right to declare a druggist a criminal for breaking a pre 
scription legend label, instead of it being delegated to an authorized constituted 
body or person, is left to every Tom, Dick, and Harry this without a public 
hearing, investigation, or an appeal, as is provided for in H. R. 3298. 

The practice and manner of choosing unsafe or ineffective drugs to be limited 
to sale by prescription only, as is now followed by the manufacturers under the 
exemption rule of the so-called prescription legend label, as has been shown by 
numerous exhibits, has been selfishly abused and flaunted by the manufacturers to 


the detriment of the public welfare. The present practice impedes the pharmaceu- 
tical as well as the medical professions to serve the public with medicaments 
more economically and more adequately. The practice as it is now followed by 
the manufacturers under the present law is unfair, confusing, impractical and 
illegal. The present practice of restricting drugs to be sold on prescription only 


results in hardships and is contrary to the welfare of the public, as well as to those 
who serve them—particularly the pharmaceutical and medical professions. The 
present practice warrants and demands correction, which can be accomplished 
only by a precise legislative enactment. 

This witness in behalf of the proponents maintains that the provision of H. R 
3298 in this respect, in the face of experience, provides a practical, legal, and 
democratic approach to the problem of choosing the types of unsafe or ineffective 
drugs and devices which ought to be restricted to sale upon a prescription only. 

The opponents have vehemently and repeatedly shouted that H. R. 3298 is a 
bureaucratic measure. This witness in fairness and logic asks: 

Is it bureaucratic for those charged with compliance of a law to ask that its 
provisions be clarified as to obviate confusion and uncertainties. 

Is it bureaucratic to ask that the designation of conditions and situations which 
brands one a violator of law be placed in an authorized and legally constituted 
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body from which redress can be had in a democratic way, such as is provided by 
H. R. 3298 on page 2, lines 12 to 16, inclusive? 

Is it bureaucratic to ask for those who are amenable to a law that its provisions 
be standardized and clarified so as to enable them to more adequately and more 
economically serve the public? 

Is it bureaucratic to petition Congress to amend the provisions of an existing 
law which experience has proven to be unworkable, impractical, and confusing so 
that even those charged with its enforcement cannot adequately interpret its ap- 
plicability in order to better serve the public health? 

I maintain in behalf of the proponents of H. R. 3298 that the assertion made 
by the opponents that the measure provides unprecedented bureaucratic control 
is just another smoke screen to becloud the issues and create confusion in the 
minds of the members of this committee. As a matter of fact, the provisions of 
H. R. 3298 are not new or unprecedented. In the sections of this act dealing with 
food standards, misbranded foods, emergency permit controls, and tolerances for 
poisonous ingredients in food and certification of coal-tar colors, this committee 
in 1938 wrote into law provisions which left to the judgment of the Administrator 
to promulgate regulations fixing and establishing, for any food, a reasonable 
definition and standard of identity, a reasonable standard of quality, and/or 
reasonable standards of filling of container. 

In section 502 (d), dealing with drugs, this committee has already written 
into the law a list of drugs which are declared to be habit forming as well as the 
further provision: ‘‘or any chemical derivative of such substance, which derivative 
has been by the Administrator, after investigation, found to be, and by regulations 
designated as habit forming.”’ 

In 502 (h) this committee in 1938 provided and permitted the Administrator, 
in his discretion, to promulgate rulings dealing with proper packaging and notices 
of deterioration of drugs, and to contain such precautions as are necessary for 
the protection of the public health. 

In section 507 of this act, this committee also further provided for the Adminis- 
trator to promulgate regulations for the certification of drugs containing penicillin 
or streptomycin. 

And again in sections 406, 504, and 604 of the act, this committee provided 
that the Administrator shall promulgate regulations providing for the listing of 
coal-tar colors which are harmless and suitable for use in foods, drugs, and 
cosmetics and for the certification of batches of such colors, with or without harm- 
less diluents. 

Why then, when dealing with unsafe or ineffective drugs or devices, which no 
one will conscientiously maintain should be left to promiscous use by the lay 
publie without the supervision of a licensed practitioner, is it such a radical 
departure for the Congress in the interest of the public health to provide, as is 
sought to be provided in H. R. 3298, for a listing of drugs, which after investiga- 
tion by the Administrator and an opportunity for public hearing, to be declared 
insafe or ineffective for use without the professional diagnosis or supervision of a 
practitioner licensed by law. Isn’t such a provision in line and in harmony with 
the entire spirit and philosophy of the Food, Drug, and Cosmetic Act? The 
provisions of H. R. 3298 is a democratic means of regulating interstate commerce 
n line with the very basis of our extended present constitutional democratic 
form of government. In this respect, paraphrasing Judge Stephens’ stat ment 
before this committee, which commences on page 432 of the record, with which this 
witness agrees, and further without bias demonstrates our position when Judge 
Stephens said: ““With the great growth of administrative agencies and the great 

crease in the complexity of our society, industrially and socially, there is an 
immense need of regulation and adjudication of a quasi-judicial nature to regulate 
our interrelated and complex industrial and civie conduct, and we have had to 


build up these great commissions.’ 


The proponents of H. R. 3298 therefore maintain that the delegation to the 
Administrator to select and/or delete a list of drugs which are dangerous or ineffec- 


r 
ive when used without medical supervision is a proper and from experience a 
ractical as well as a needed delegation in order to safeguard the public health 
is well as to clarify and standardize interpretations thereunder for a proper 
inderstanding by those who are charged with compliance therewith. 


Vv 


Fifth, the opponents of H. R. 3298 have also raised an objection to that portion 
thereof which provides for an appeal from the Administrator’s ruling proposing 
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a list of drugs or deletion therefrom to the circuit court of appeals, in the manner 
as is already provided by this committee in sections 701 (f) and (g), with the e 
ception that in the present measure it is provided that an appeal in this respe: 
instead of being conclusive, if based on substantial evidence, shall be without 
presumptions in favor of either party to such an appeal, that is, it should be in 
the nature of a trial de novo 

The proponents of this measure hasten to assert that this provision with refer 
ence to the manner of an appeal, was recommended by them only after numerou 
negotiations to palliate the opponents’ repeated assertion that in an appeal fror 
an Administrator’s ruling to the circuit court of appeals, a litigant goes to tl 
appellate court with three strikes against him. 

The proponents of this measure accordingly hasten to assert that they were ar 
are fully satisfied with the provisions of section 701 (f) and (g) of this act, and 
section 10 of the Administrative Procedure Act, dealing with the scope of reviey 
from an Administrator’s ruling. 

The proponents are in agreement with the statement of Judge Stephens wher 
on page 428 of the record, he said: 

“Substantial evidence, I think, is adequate protection, in view of the Adminis- 
trative Procedures Act, and in view of the Universal Camera case, which requires 
the court to review the entire record.” 

And again when Judge Stephens on pages 438-439 of the record said: 

‘T think that the litigants in court and industry of the country under the 
supervision of the Administrators, are sufficiently protected by the requirements 
of Congress under the Administrative Procedures Act and by these new decision 
of the Supreme Court, and it can hardly be expected that they would not be fully 
abided by, because it is recognized that the terms of the earlier review were 
narrow.” 

And also on page 440, last paragraph of the record, when Judge Stephens said: 

“Thank vou, sir. I would like to add just this before I close. TI can 
that the circuit courts of appeals of this country, who are the court of 
in the Federal system, except in the few cases that go to the Supreme Court 
feel a very real responsibility in dealing with these Commission appeals. We fe: 
the same responsibility we do in reviewing the decisions of the United State 
district courts, to see that the litigrants have had a fair hearing and that the 
Administrator’s findings are supported by substantial evidence and are not arbi- 
trary.” 

The last-quoted statement by Judge Stephens further illustrates the proponents 
unbiased assertion that the provisions of H. R. 3298, dealing with delegation of 
authority to promulgate a list of unsafe or ineffective drugs, is not to be ar 


assure vou 


iast resort 


arbitrary bureaucratic unchangeable rule, but that such a rule, which must be 
based on substantial evidence, and lacking this can and will be set asid: 

The proponents accordingly suggest that that part of the provisions of H. R 
3298 contained on page 4, commencing on line 11, after the comma is changed to 
a period, the words commencing with: “Except that an appeal from the 
Administrator’s order issued hereunder shall be in the nature of a tr de novo 
without presumptions in favor of either party to such an appeal,”’ stricke1 
therefrom. 

In conclusion, this witness in behalf of the National Association of Retai 
Druggists maintains that upon the evidence before this committee, the experience 
of the druggists brought to its attention, H. R. 3298 is, in every respect, in the 
public interest and ought to be enacted into law. 








SUPPLEMENTARY STATEMENT WitH Respecr to H. R. 3298, From Dr. Hueco 
H. ScHAEFER, Dean, BROOKLYN COLLEGE OF PHARMACY AND CHAIRMAN O! 
THE COMMITTEE ON LEGISLATION OF THE AMERICAN PHARMACEUTICAL ASSO 
CIATION 


When Commissioner Paul B. Dunbar of the Food and Drug Administration in 
his speech before the National Association of Retail Druggists, in October 1948, 
stated that the Food and Drug Administration considered it unlawful for pharma- 
cists to refill prescriptions of any kind, the American Pharmaceutical Association 
consulted the law firm of Arnold, Fortas & Porter to ascertain whether such ar 
interpretation of the law was correct and, if not, what could be done to test its 
legality. 

Judge Arnold advised the officers of the association that in his opinion the Food, 
and Drug Administration was overstepping its authority under the Federal Food 
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Drug and Cosmetic Act in making such an interpretation. Since the interpre- 
tation was not in the form of an official ruling but merely in the form of a state- 
ment in a speech, it was decided to ask the administration for an official ruling on 
the subject, which would be made the basis of an appeal for a declaratory judg- 
ment from a court of law and thus provide adequate guidance for the pharmacists 
of the Nation. 

A copy of the communication from Arnold, Fortas & Porter to the Federal 
Security Administrator requesting such a ruling is attached to this letter. It 
would be appreciated if you would read this letter, dated August 31, 1950, carefully, 
as it sets forth the original contention of the American Pharmaceutical Associa- 
tion and asks for relief in the form of a simple, understandable statement for the 
guidance of the pharmacists of the United States. 

Mr. Ewing replied to this letter on September 28 and enclosed a copy of a 
memorandum from Commissioner Dunbar objecting to the granting of a hearing. 

Mr. Ewing set October 5, 1950, as the date to hear argument on the question 
of whether or not a hearing was to be granted, and I am enclosing the stenographic 
report. of this hearing. 

On December 4, Mr. Ewing wrote to us denying our request for a hearing, but 
issuing a finding with respect to the refilling of prescriptions. A copy of Mr. 
Ewing’s letter of December 4 and the proposed rule making and the press release 
which accompanied this, are also attached. 

Opportunity was given under Mr. Ewing’s proposal to submit written com- 
ments with respect to the proposed order within 30 days from the date of its 
publication in the Federal Register on December 6. 

Out attorneys filed such a written statement, whichis also attached, and we 
have heard nothing further about the issuance of the ruling since then. 

On June 7, 1951, our attorneys addressed another communication to Mr. 
Ewing, of which a copy is enclosed, setting forth the fact that the original request 
for a hearing and a regulation on the subject of prescription refilling had been 
filed on August 31, 1950; an informal hearing had been held in Mr. Ewing’s 
office on October 5, 1950; the proposed ruling had been issued on December 5, 
1950; and comment had been submitted by us on January 5, 1951, but that 
nothing has been heard since. 

In the communication of June 7, our attorneys are informing Mr. Ewing 
that an interpretation of the law with respect to prescription refilling will be 
circulated to the pharmacists from the offices of the American Pharmaceutical 
Association after June 15, so that pharmacists may be advised as to how to 
proceed with respect to renewal of prescriptions. 

You will note from the enclosed correspondence and records that our interest 
lies principally in clearing up the intolerable situation with regard to the refilling 
of prescriptions which was precipitated by the interpretation given to the law in 
Commissioner Crawford’s speech. The confusing label or “‘legend’’ discussion 
brought about by the inclusion of this proposal in H. R. 3298 has no bearing on 
the refilling of prescriptions which is the matter the pharmacists of the Nation 
want to have clarified. 

Enclosures: 

Arnold, Fortas & Porter to Oscar Ewing, August 31, 1950. See p. 132.) 

Oscar Ewing to Arnold, Fortas & Porter, September 28, 1950 (filed with 
committee). 

Transcript of meeting on October 5, 1950 (filed with committe¢ 

Oscar Ewing to Arnold, Fortas & Porter, December 4, 1950 See p. 135 

Press release, December 5, 1950 (filed with committee). 

Arnold, Fortas & Porter to Oscar Ewing, January 5, 1951 (filed with 
committee). 

Arnold, Fortas & Porter to Oscar Ewing, June 7, 1951 (filed with com- 
mittee). 


(Thereupon, at 12 m. Saturday, May 5, 1951, the hearings were 
concluded. ) 





